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e editorial Folicy of _this
-Fournal_ is to record the progress of the
|y in the field of food, drugs and cosmetics,
and to provide a constructive discussion of it,
accordmﬁ to the highest professional stan-
dards. The Food Drug Cosmetic Law Journal
is the only forum for current discussion of
such law and it renders an important public
service, for it is an invaluable means Fl)_to
create a better knowledge and understanding
of food, drug and cosmetic law, (2) to pro-
mote its due operation_and development and
thus (3) to effectuate its ?reat remedial pur-

gs. [n short While this Taw receives normal
egal, administrative and judicial consicera-
tion, there remains a basic eed for its aPpro-
{)nate study as a fundamental law of the land;
he Journal is designed to satisfy that need.
The editorial policy also is to ‘allow frank
discussion of food-Qrug-cosmetic issues. The
views stated are those of the contributors and
not necessarily those of the publishers. On
th|s,t Basm, contributions and comments are
invited.
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REPORTS

A Quick Look at a Bad Decision.—
A recént decision of the District Court
in Connecticut in the case of United
States v. Moore Drug Exchange, et at.
IS, William R. Pendergast fee?s, a bad
opinion. To make a record of the
Court’s errors in this case, and to fore-
stall the government’s describing the
decision a$_unchallenged, he has ‘writ-
ten the_ article which” begins on page
416. His conclusion is that the Court
arrived at a wrong decision by_fallmg
to properly research the legislative an
decisjonal |storK relevant o the statute
Involved, and by |%nor|ng_ the policy
of the Justice Départment In the situa-
tion involved. Mr. Pendergast 1S a
member of the Washington, D. C. Bar.

Latin-American Food Code.—In Au-
ust 1964, the Latin-American Food
ode Council published the Second
Edition_of the Latin-American Food
Code. ChaEter V| of this Code begins
on page 421 1t discussses, the regula-
tions ¢covering meats and similar foods.
Included in this category are fresh and
canned meat, preserved ‘meat and fish,
e%gs, sausage meat, sausages and re-
lated products, and fishery products.
The rules governing slaurqhterhouses
are also included. Chai)ters -V, VI X,
XI1, X1, XV, XV and XV ap-
eared In previous issues of this Journal,
he translation is by Ann M. wolf of
New York City.

REPORTS TO THE READER

TO THE READER

The Administrator’s View. — Dr.
James L. Goddard, the Commissioner _Of
the Food and DruF Administration, dis-
cusses the alternafives to court _action
open to the Food and Drug Administra-
tion in the enforcement of the Food
Drug and Cosmetic Act. He feels that
active cooperation between the. industries
and the FDA s the most beneficial action
that can be taken to safeguard the health
of the American peoplé. The speech,
Iven at the Federal Bar Association

onvention in San Francisco, begins on
page 449,

Administrative Inspection_of Health
Facilities as Unreasonable Searches.—
Dr. Maven J. Myers, Who is Assistant
Professor of Pharmacr Administration
at the Philadelphia College of Pharmacy
and Science, discusses a problem raised
by recent Court decisions which find
that administrative inspections congucted
without & warrant are unconstitutional.
In the area of inspection of health
facilities, where it is very difficult for
an inspector to secure a warrant, does
the right of the people to be safe from
unreasonable searches take. priority over
the government reSéJon5|b|I|_t%/ to Fro-
tect public health? But possible alter-
natives which would allow an - efficient
enforcement of the drug laws would
weaken the protection guaranteed b
the fourth amendment. Dr. Myers’ ar-
ticle begins on page 456.

PAGE 415
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A Quick Look at a Bad Decision

By WILLIAM R PENDERGAST

Mr. Pendergast Is a Member of the Washington, D. C. Bar.

HEN A COURT PUBLISHES what is generally believed to
W be a bad opinion, the legal community tends to dismiss it as

being unimportant. But this attitude is shortsighted and ultimately
dangerous. Inevitably silence and inaction become consent, a fact
especially applicable to food and drug cases where, if a decision is
allowed to go unnoticed for any length of time, Government briefs are
sure to describe the decision as one which “has stood the test of time
and remains unchallenged to this date.”

Therefore, whenever we see a poor decision, a record should be
made of the Court’s errors in the hoPe of forestaillng IEUSt such state-
ments. The recent case of United States v. Moore Drug Exchange, et al.1
is an outstanding example. For this decision is not only utterly
wrong, but is also one which could have a wide impact on those

industries subject to the Food, Drug and Cosmetic Act,

In Moore the Court held that the protection of the guaranty law of
the Food, Drug and Cosmetic Act extends solely to retailers and that,
therefore, the Food and Drug Administration (FDA) 1uarant|es
?lven_ to manufacturers, wholesalers, or jobbers are worthless. The
unction of such FDA guaranties has always been generally under-
stood as that of relieving those who deal in foods and drugs from
criminal responsibility if they hold such a guaranty from the person
who shipped the food or drug to them, if they act in “good faith,” and
if they cooperate with FDA In supplying them with relevant shipping
data about the product. This guaranty protection applies so long as

TUnited States y. H. L. M D i 40191 239 F.
Exchannlgee, etaate.,S éCH F ood l%orrueg Crgsg_ gﬁﬁ[l)c ZLSSW(D i rotnsn., 18615%
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the person hoI_din% the product does not in any WaEaIte.r the product or its
labeling. It is therefore surprising to find a District Court holding
that guaranty protection actually applies only to retailers.

The principal defendant in Moore was a wholesale drug house
charged with introducing an adulterated and misbranded drug into
interstate commerce. The defendant had moved to dismiss the charges,
alleging that it was immune from prosecution in this case because it
had complied with the ?uaranty provision. It was conceded by all
parties that the wholesaler had received the drug in interstate com-
merce in “good faith” and had shli)ped it to a retailer. It was also
conceded that the defendant had fully complied with the Act in that it
had supplied FDA with the name and address of the person from
whom it had purchased the drug, together with “copies of all docu-
ments . . . pertaining to the delivery™ of the drug to it.2

In spite of this conceded compliance with the requirements of
the Puaranty provision, the District Court held that the defendant
wholesaler was not entitled to guaranty protection and therefore could
be prosecuted.

The legislative history, the decisions, and the policy of the Justice
Department are all absolutely contrary to the conclusion reached by
the District Court in Moore. "But before discussing the right answer,
we should point out the method chosen by the District Court in reach-
ing the wrong answer.

Reasoning of the District Court

The Court begban, in_the usual way for food and drug decisions, by
quoting from the Dotteriveich decision, and others of similar vintage,3
to the effect that because of the high purposes of the food and drug
law special burdens are placed on those who deal in such products,
and that it is against the background of these strict burdens that the
scope of the uarant}/ clause must be examined. Having made this
obeisance to the old truisms, the Court turned to the legislative his-
tory of the guaranty clause in the 1938 Act and the guaranty clause in
the 1906 Act and noted, from a congressional committee report, that
the guaranty clause “was intended to furnish protection to innocent
recelvers of goods forwarded to them in interstate commerce.”4 The
Court concluded that the protection to be accorded “the innocent
receiver” by the 1938 Act covered the same persons who had been

o Easioact Y 5o o B nggge S?;E@S%a)(-Z{?“ﬁé“d“éig’tef%q
1 , 73rd 'Cong.,iz %)éss., . 4
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protected by the 1906 Act. Thus, in order to discover who these
‘innocent receivers” are the Court quoted from Section 9 of the 1906
Act as follows: N _

[]N o dealer shall be rPr secut?yd under the provisions of this Act when he can

S U Tt S R

E\ectt at the same |§ not adulterated or misbra within 1Ihe meanmﬁ 0 thls
CA' d§3|gnatu}g It. Sal guarant}/_, to afLor protection, shall contain tfe name
nd, addréss, of"the party (H arties ma m% the s%e of su ti articles to such
ealer, and in auc case ‘sald. party.or art||e shal] be amenable to the proseﬁu-
t|ogs, fhnes, and .other pﬁnaln s which would atéac . In due course, to the dealer
under the provisions of this Act.5 (Emphasis added.

The Court examined the italicized portions of Section 9 and
concluded that the dealer protected in line 1 must be someone other
than the wholesaler, jobber, manufacturer, or other party mentioned.
Since the defendant here was a wholesaler he could not have been
the dealer mentioned in the first line of Section 9. Based upon this
reasoning, the Court denied the motion.

) Legislative History _

The Court in Moore carried its research no further than this short
examination of Section 9. Such a limited research was unfortunate
for, if the Court had gone into the legislative history of Section 9, it
would have discovered that Con%(ess had been most explicit as to just
who was to be protected b.?/ this section. In the House Committee
report accompanying the bill which ultimately became the 1906 Act,
the Committee stated that the guaranty section had been enacted in
order “to protect all persons dealing in the articles subsequent to the
manufacturer or importing agent.”6 The Committee then went on to
compare the sample collecting provisions of the 1906 bill with the
guaranty provision of that same Act and stated that “. .. if samples
of goods shall be taken from a retail or wholesale dealer who has re-
ceived a guaranty of conformity ... he shall be relieved from prosecution.”7

It is obvious that the Ie%/ilslative history of Section 9 of the 1906
Act directly contradicts the Moore reading of that section.

Position of the Justice Department
Furthermore, the position taken by the Court in Moore was not
the position of the Justice Department in 1907. In 1907, the Attorney
General, in an opinion to the Secr.etarg of_APrlcuIture, declared that
the term “dealer” as used in Section 9, “includes those who deal in
wholesale as well as those who deal in retail.”8 The Attorney General went

534 Stat. 768 771 (1906). 13¢ee footnote 6.
0 @H. R. 2118, 59t||( Con)g., Ist Sess., 820 Ops. Atty. Gen. 450, 451 (1907).
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on to say that the purpose of the guaranty provision was “to entirely
relieve from prosecution any retail or wholesale dealer who had re-
ceived a guaranty from the person from whom he purchased, and to
prevent any dealer from being put to the expense of a prosecution
to protect himself by requiring a guaranty.”9 There is no record that
this position has ever heen changed. Thus, the Justice Department,
which presumably resisted the motion in the Moore case to dismiss
charges, has itself for some 60 years held an opinion which would
indicate that the Court in Moore misread the statute.

Decisional History

Finally, the decisional law also contradicts the Moore opinion. The
Court did note that one case, United States v. Levine,10 holds that
wholesalers are protected if they have valid guaranties, and that
Levine cannot otherwise be dlStIﬂé}UlShed from the Moore case. The
Moore Court respectfully declined to follow Levine. To do this, the
Moore Court quoted from the Supreme Court decision in the Wlesenjeld
Warehouse casell that the purpose of the Food, Drug and Cosmetic
Act is to safeguard the consumer from the pomt of manufacture to
the point of ultimate use, and that therefore the guaranty provision
must be very narrowly construed. The Levine Court had, on the con-
trary, held that the guaranty section protected all innocent dealers,
wherever they might be in the chain of distribution, if they complied
with the guaranty Act.

Many of the other cases cited by the Court also contradict Moore
in that the defendants in those cases were given the protection of the
guaranty provision even though they were wholesalers or manufac-
turers. For instance, in the Mayfield case12 the defendant was a manu-
facturer : in American StoresI3 the defendant t presenting the motion
was a wholesaler, and in Dotterweich itself the defendant was a manufac-
turer. 14 In none of these cases rvas it ever intimated that the guaranty
provision did not apply to wholesalers or manufacturers.

"2 Atty. Gen. 450, 455 (1907). Bunited §
]ognﬂgﬁ StatZs verljevme CC)j Fec} al,, 18 ItFe Sl;f?ées8%2 A(DCIfVlH %6%3 °
cral and_ Cosmetic Act, 41N United States v Balanc Fogi_(i‘l
19, 81949 Kleln?eld & Dunn, p. 367. } F. Supp 1(?4F ? e
U Sates své'ﬁi%%?f'“ Ware-  Jpcls e ”é’%n ol ‘“ew'é”rB tound 1
B ield ‘et al, 127 ha]ve acteg In good v}Iauth were w ole

Fed. 765 (DC Ala,, 1910).
A QUICK LOOK AT A BAD DECISION PAGE 419
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The Moore Court would have performed better had it observed
the reasoning of the liall-Baker case where the Eighth Circuit Court
of Appeals noted that “the [1906] Act of Congress was not enacted
to catch and punish merchants . . . for the mistakes of third persons
over whom they have no control.”5 This was the obvious purpose
of the guaranty provisions.

Conclusion

The Court in Moore failed in every area of legal research. It gave
too literal an interpretation to the words of the statute; it completely
ignored relevant legislative history; it failed to take note of the
opinion of the Justice Department at the time the original bill was
new law; and, finally, it apparently chose to ignore the fact that all
the relevant decisions were explicitly or implicitly contradictory to
the position it ultimately reached. Hopefully, this decision will,
unnoticed, retreat. [The End]

FDA FOOD LABELING REGULATIONS ISSUED
The Food and Dru melstraélon has |ss ed regulations eséabllsm new

labeling  requirs ents r 10od pro ucts re ns COVerin C0s-
tic, fabels will be rop a future erequnem nts eco
erfective December 0r_new new or reor ere labe
designs, but will not apply to existing stoc t| Juy 1, 1968,

that 1 V'S'Pa”c%dctn”tﬁéno o o, r?fct‘e‘ T a%fe C‘t@tﬁ”ts sreé‘c“. ;
scale o type si es acka es conta n| than nas or aI
contents dustT |ve I duncles I yn wlordsd umb ma
mdlqa?e ut ee for “rh‘” a it Epoa}/erggne ocgtls(?n IoF ey nng rod dlsﬁ
area’ IS speci |e e of various dimensions, There are also speci
provisions as to em osse el information on glass and plastic containers.

If a ackage has a statement copcernin number of servipgs, the state-
ment % gecom anled ad cparanongot ﬁte net dantn P%ach sgrvmg
The ec aratlon must } J rw uantltatlve d%létltl n contained in"a
voluntary product stan ard ISsued by tie Department of Commerce.

Hanel of the lapel must show the relatlve quantity of variqus ingredients
¥ listing the lt order 0 ecreasHtg nre omtn)ance A”quantitative declaration
of any particularly expensive Ingredient must be given.

The requlations ﬁlve details on the exemption érom abelln re leemerf]ts
[)an fed to tﬁanspare t wrappers 8r containe ? ?P rocedures
7amtng ofher “exemptions, ' Including those for sma %g agg 86897 Secs.
5/, 11=110, CCH Food Drug Cosmetic Law Reports, U405/, 9851—9

s K e s, Y815
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Latin-American Food Code
1964 Edition

In August 1964, the Latin-American Food Code Council Published
the Second Edition of the Latin-American Food Code. Informa-
tion Concerning the Code and the Table of Contents of the New
Edition Appeared in the April 1965 Issue of the Food Drug Cos-
metic Law Journal (Vol. 20, page 238). The First Five Chapters
Were Published in the September 1965 Issue; Chapters Xl and
Xl in the October 1965 Issue; Chapter XVII in the November
1965 Issue; Chapter X in the December 1965 Issue; Chapter VII
in the June 1966 Issue; Chapter XVI13in the August 1966 Issue;
and Chapter XVI in the May 1967 Issue. Chapter VI Appears
Below. The Translation Is by Ann M. V/olf of New York City.

Chapter VI: Meats and Similar Foods

Fresh and Canned Meat

Article 87—The generic name “meat” means the clean, healthy, edible
part of the muscle of cattle, sheep, hogs, goats and other
animals which, before and after slaughter, have been

_ ~ declared suitable for human consumption by the meat

inspection authorities. By extension, it also means the edible parts

of fowl, game, fish, crustaceans and shellfish. The name "Beef” means
the meat of cattle slaughtered in slaughterhouses.

Article 88—Butcher shops, markets and/or stands which sell meat,
fowl, fish, crustaceans and shellfish shall complﬁ with the
general requlations and, in addition, meet such require-

~ments as the local authorities may fix. Dogs, cats and
other animals shall not be permitted in meat markets, butcher shops
and slaughterhouses.

Article 89—The term “Fresh meat” means the aired meat of freshly
slaughtered animals, whose principal characteristics have
not undergone any essential change and whose color,
odor and consistency are normal. Meat not sold within

24 hours after slaughter must be kept in cold-storage rooms or cellars

at a temperature of between 4 and 5° C.

LATIN-AMERICAN FOOD CODE PAGE 421



Article 90—The term “high meat” means meat which, due to incipient
surface spoilage, has lost the characteristics of fresh meat.

Article 91—Meat is considered “thin,” or “lean,” when at first sight,
no fat or fibrous tissue is visible; “medium,” when it
contains little fat; “fat,” when it contains macroscopic

~fatin-aregular or abundant amount, and “fibrous,” when
connective tissue predominates in it.

Article 92—The following organs are considered viscera, entrails, or
guts: the heart, sweetbreads, liver, spleen, rumen, omasum,
reticulum and abomasum of ruminants; the tripe, small
intestine, rectum, diaphragm, kidneys, lungs, brain, spinal

cord, and fore and hind feet of hogs and sheep.

Article 93—Fresh meat intended for human consumption must be
shipped as follows:

L In special closed railroad cars, trucks or carts, which are lined
with zinc, are not used for any other purpose and are kept at all times
in perfect sanitary condition and _Brotected from contamination by
dust, insects, etc. Wherever possible, preference shall be given to
refrigerated vehicles.

2. In wicker, wood, or waterproof canvas containers, which shall
be kept perfectly clean and in good condition. When fresh meat in-
tended for human consumption is shipped pre-cut into portions, such
portions must first be wrapped in waterproof paper.

Article %4—The following meats are prohibited from being sold or
used in preparations intended for human consumption:
meat from diseased animals; high meat, or meat which

. on litmus paper has an alkaline, amphoteric or neutral
reaction; meat which blackens a paper impregnated with lead sub-
acetate or shows traces of spoilage; meat containing volatile basic
nitrogen in a proportion of more than 125 milligrams per hundred
grams of dry residue; meat contaminated by micro-organisms, insects
or larvae, dirt or dust; meat coming from fetuses, unborn or still-born
animals, meat that has a bad odor, and meat treated with prohibited
colors or preservatives.

Any such meat found on the market shall be seized summarily
and the persons trading in it shall be penalized.

Meat intended for human consumption is prohibited from being
packed or wrapped in printed paper or second-hand burlap.

_For reasons of hygiene (contamination), meat tenderizing devices
which perforate the meat or make deep parallel cuts that separate
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muscles, aponeuroses and tendons are prohibited from being manu-
factured, sold or used.

Article 95—The term “Chopped” or “ground” meat means meat finely
ground by mechanical processes, suitable for human con-
sumption.

Ground meat shall be preﬁJa.red in the ﬁ)resence and at the request
of the purchaser, and the holding and sale of pre-ground meat are
prohibited; if found, it will be seized summarily.

Article 96—The term “Chilled beef” means beef from good breeds of
ptr)op?rl%/ E:attened cattle, chilled to a temperature of
apbout -2° C.

Article 97—The generic name “Frozen Meat” means meat hard
frozen to a temperature of between -10° and -20° C. in
a cold-storage chamber or cellar. Such meat can come
from cattle (frozen beef, or hard beef), sheep (frozen
mutton) or hogs (frozen pork).

Article 98—The term “Baby Beef” means meat from cattle (calves,
young bulls, or steers) since birth fattened rapidly b%
means of a special heavy diet in order to have it reac

. a specific size by the age of 12 to 14 months and to obtain

a high-grade thick meat in the shortest possible time.

Article 99—Poultry may be sold live or killed.

Live poultry shall be subject to inspection and be kept in suitable
places and satisfactory hygienic conditions to ensure its perfect state
until it is sold to the public.

Killed Poult.ry may be sold whole gwithlor without the feathers),
or eviscerated, in which latter case the giblets, properly wrapped,
may be placed in the abdominal cavity. Poultry shall be killed on
premises which, like slaughterhouses and strlpfnng houses, have been
approved by the health authority, which shall control s|aughter|ng
operations continuously.

_Killed poultry, eviscerated or not, may be treated by immersion in
antibiotics in accordance with Article 43 of this Code, provided that
the consumer be advised of such treatment on a band, tag, label, etc.

Article 100—The term “Broiler” means a young chicken of either
sex, not more than three months old, whose flesh is very
tender and whose bones are still soft. Broilers are usually
grown at special hatcheries on specific feeds.

LATIN-AMERICAN FOOD CODE PAGE 423



Article 101—The term “fresh fish” means fish which has not under-
Eqne any preservation process and is in good condition.
ish must be stored in refrigerators or ice-filled vessels

at fisheries, fish outlets and while in transit.

At fresh fish outlets, the following table must be posted promi-
nently for the information of consumers .

Fresh Fish Spoiled Fish
Gills Strong red color Reddish brown color
Belly Pink, not protruding ~ Dark and protruding
Meat Firm and resilient Flabby
Scales Bright _ Dull and loose
Eyes Bm};ht, not sunk in Dull and sunk in
Body Perfect Often broken
Muscular tissue White Pink

Article 102—Fish and crustaceans sold for immediate consumption or
canning must not only look perfect, but in addition, must
not have a positive indole reaction, may not contain

- volatile basic nitrogen in a proportion of more than 125

milligrams per 100 grams of dry residue or have a pH of more than 7.5,

Article 103—All fish intended for immediate consumption or canning
must be packed in adequate vessels immediately after
landing. Salt water fish mag not be washed in fresh
water, and vice versa, before being put on the market.

Article 104— Fish markets and stands at which fish and other seafood
are sold shall be operated on special premises, which may
be connected with other stores. In addition to meeting

. ~ the general standards, they shall comply with the follow-

ing requirements:

They shall have flat ceilings, waterproof floors with a rounded
cove base, and wainscots at least 1.80 meters high made of tiles, white
cement or another authorized material. They shall have marble and
wood tables; tiled basins in which to keep fish and other seafood under
ice. and refrigerators.

Article 105—All fish must be sold under its precise name, and the food
laws of each country shall state both the name used in
the local idiom and the scientific name of each fish.

Article 106—Raw fish is prohibited from being sold pre-cut into fillets
or parts; the purchaser must be shown the whole fish,
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complete with head, eyes and gills. It may be filleted or
cut Into _Parts only at the request and in front of the
purchaser who takes it with him immediately. By way of exception,
raw fish may be sold in fillets or parts when, under a special Rermlt to
be issued from case to case by the health authority, the fish is kept
chilled from the time of landing to its arrival at the ?Iant, the fillets
and/or parts are kept frozen or chilled to the time of their sale to the
public and the establishment is inspected regularly b}/ the health
authority. All containers from which such fish is sold to the public
must bear the date on which the fish was sectioned.
Any fish, part or fillet with a pH exceeding 1.5 and containing
ammonia nitrogen in an amount of more_than 125 mgs. per 100 grams
of dry residue shall be destroyed summarily.

Article 107—The keeping or sale of shrimps and prawns not killed
immediately after Iandmg_by immersion in hoiling water
§WI_th or without the addition of vinegar) is prohibited,

(or shiogi hrimps and prawns must be chilled before being packed

or shipping.

ShrimP_s and prawns shall have the following characteristics: a
red shell, firm consistency, a strong but pleasant odor, the tail bent
under the thorax, firm white meat.

ol Btydway of exception, a very slight ammonia reaction shall be

olerated.

Article 108—Other crustaceans (crabs, lobsters) shall be sold live;
they shall respond to the slightest excitation and have a
moist, glistening shell.

Article 109—Bivalve shellfish ?oYster_s, scallops, mussels) shall be sold
live and have the following characteristics: they must be
heavy, the valves must be closed; when touching each

_ other they must produce a dull sound; they must con-
tain_an abundant amount of water, and the shell must respond to
excitation. Any bivalve shellfish found with its valves open shall be
seized on the spot. _ _

_Cephaloped shellfish (squids, octopuses, cuttlefish) must have a

moist soft skin, brl?hi eyes and elastic firm meat. o

Gastroped shellfish (snails) shall be sold live, shall fill their shell
completely, be firmly attached to it and have moinh(tjy._ _
As an exception to Article 17, the presence of lead in shellfish and

crustaceans shall be considered normal in a proportion of up to 2.8
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p.p.m. in the fresh edible part, and in a proportion of up to 20 p.p.m.
In the shell of fresh crustaceans; the presence of arsenic in the fresh
edible part shall be considered normal‘in a proportion of up to 30 p.p.m.

Article 110—Seafood shall be considered unsuitable for human con-
_ sumption and be seized summarily:

L Ifitisin a state of sRmI_age or violates Articles 101, 102 and 103

2. If its contains unautnorized preservatives (except common salt) ;

3. If it was caught under poor conditions or from contaminated waters;

4. 1f it was_cau(?ht floating, dead, or dying, overturned, injured,
mutilated, or maimed; N o

5. If it shows signs of microbial, parasitic or toxic disease;

6. If it is marketed in poor sanitary conditions, in dirty baskets or
vessels, close to burlap bags or next to fruits or vegetables;

1. If it is sold mutilated; - _

8. If, for some other reason, it is unfit for human consumption
or canning (unpleasant flavor or appearance, etc.),

Article 111—Fresh game obtained from mammals or fowl may be sold
only during the open season, always provided” that its
salé is not in conflict with specific local hunting laws
and regulations. _ _

Game packing houses and canneries are permitted to purchase
the animals only during the huntln% season, whereas canned game
may be sold at any time after it has been inspected, the canning date
has been checked and it has been released for sale. o

The sale and canning of game killed by sports hunters is strictly
prohibited at any time. o . _

Products from game animals raised in captivity the consumption
of which has been authorized, and canned game thé canning of which
was permitted, ma¥ be sold at any time after registration of the
breeder, issuance of a certificate of origin and identification of the
live animals, or cuts. _

The sanitary conditions under which game may be sold to the
public shall be fixed in each case by the competent authority.

Any, natural or processed, game from animals bred in captivity
sold in violation of this article shall be seized summarily.

Article 112—Any products prepared from game animals, wild or bred
in captivity, the sale of which has been authorized for
human consumption in fresh or processed (canned) form,
must be sold under its common or vernacular name, or,

as the only alternative, under its generic scientific name.
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Preserved Meats, Fish, etc.

Article 113—The term “meat-packing plant” means any establish-
ment which slaughters “animals, processes meats and
meat by-products and has refrigeration and cold-storage

_ facilities. Packing plants shall”comply with all the re-
quirements established in this” Code for the various operations they

P_erform, and, in addition, shall meet the %_eneral_standards and addi-

lonal provisions of the jurisdictions within which they operate.

Article 114—The following products may be added to preserved foods
of animal origin and simifar products without first ob-
taining a permit; milk, eggs, aromatics, onions, Rarsleg,
garlic, sodium chloride, sugars, honey, and starchy sub-

stances (flours, feculae and starches) in a proportion of not more than

5 percent. When the starch content exceeds 5 percent, it must be

declared on the grmclpal |abel, except on liver, fish and shellfish

Past_es (Article 116, point 37, and Article 149). The so-called “curing

iquids” may contain the following ingredients: saltpeter (Sodium or

potassium nitrate) in such an amount that the nitrate residue in the
cured product does not exceed 0.30 percent; sodium nitrite, always

provided that the residue in the cured product does not exceed 0.02

percent; disodium phosphate, sodium hexametaphosphate, trisodium

po!jyphosphate, sodium %rophos hate, sodium acid pyrophosphate,
and polyphosphates of sodium and potassium suitable for use in foods

In a concentration not exceeding S percent, with the proviso that the

cured product may not contain ﬁhosphate in a proportion of more than

0.5 percent. The use of phosphates shall not cause a significant in-

crease in the normal water content of the finished product.

The use of horse, dog or cat meat or fat in the preparation of
preserved meats, sausages and similar products is prohibited.

Article 115—Canned foods in general shall be considered adulterated
if they contain water, brine, syrup, gravy or similar sub-
stances in amounts exceeding the _quantltK required to
ensure the preservation or sterilization of the product.

Article 116—The foIIowin% generic names designate the products de-
fined hereinafter:
I} Roast Beef: Beef roasted on the spit, in the broiler, on the grill
or in the oven. Average percentage composition: water 60; protein
26; fat 3; ash 1
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2. Steak and Onions: The canned product made from slices of beef
and a gravY with an onion base. The name “Grilled sirloin steak”
designates the canned steak prepared from grilled beef loin.

3. Bondiola:* Meat from the neck of hogs, stripped of its fat and
skin, cured in brine, and wrapped in the large intestine of cattle, tied
securely and properly dried.

4, Bnseca:* A soup prepared from strips of tender calf tripe,
bacon and seasoning.

b. Ready-to-serve Broths: The name “Meat Broth” designates
the solid, semi-solid or liquid Froduct_ consisting of a mixture of ex-
tracts of fat or fatless meat, salt, condiments, monosodium glutamate,
and/or other authorized substances. Solid concentrated broths may
not contain water in a proPortlon of more than 8 percent, fatty matter
in a proportion of more than 25 Pe[cent and sodium chloride in a
proportion of more than 60 percent; its amino-nitrogen content must
not be less than 1.3 percent and its creatinine content not less than
0.4 percent. Liquid concentrated broths shall contain dry matter in
a proportion of not less than 30 percent. Products desn};n_ated by the
name of a specific meat T(c,h;cken broth, etc.) must contain the meat
named in a proportion sufficient to give the product the corresponding
organoleptic characteristics.

6. Smoked Meat: Meat which has been subjfected to the direct
action of smoke coming from the combustion of firewood, with or
without the addition of aromatics. See Article 119,

1. Corned Beef: Boned beef, cured and cooked. Instead of beef,
meat from sheep or hogs may be used (Corned Mutton, or Corned Pork).

. Average percentage composition (Corned Beef): Water 52; pro-
tein 26; fat"18; ash 4,

8. Corned Beef Hash: A preparation made from finely cut pre-
served meat, boiled potatoes and seasonings.

9. Cured Meat: Meat which has undergone a,curln? Process using
common salt or brine, with or without the addition of the following
products: sodium nitrite, sodium or potassium nitrate, honey, spices,
wine, beer, and various sugars.

10. Seasoned Beef (Boeuf assaisonne%1 : Boned beef, which may have

been left in brine for some time, to which several vegetable seasonings
have been added.

*Note of the Translator: . . hich has no equivalent in the United
A product pecu|i|ar to Latin America  States. |
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11. Dried Beef (“Charque™): Lean hegf, Rrepared in thin slices
cured and dried under sanltar¥ conditions in the open air or in specjal
ovens., “Charque” pre%ared rom the meat of other animal species
shall bear the name of the species. .

Percenta%e composition; water 17 to 35; protein 59 to 72; fat 3
to 6; ash 3to 5 (sodium chloride 2 to 3).

_Jerked Beef (“Tasajo”) is beef Pr_eserved by dryin? and saltin(l;.
Mild otr sweet “Tasajo” contains salt in a proportion of less than 10
percent,

Percentage composition: water 21 to 38; protein 36 to 54; fat 0.3
to 8; glucides 0.4 to 0.8; ash 12 to 17 (sodium chloride 10 to 16).

Whole chunks of g)erked beef (“tasajo”) and dried beef (“char-
que”) taken from the rib area are usually named “mantas,” those taken
from’ other parts “postas.” The name “chalona” designates the dried
salted meat_of sheep. Both jerked or dried heef and™ “chalona” may
not be rancid, swollen, greasy, infested with worms or spotted and
shall meet the requirements fixed in Article 9.

12. Boiled Beef: Boneless beef, cooked and salted. Instead of beef,
mutton may be used (Boiled Mutton). _

Average percentage composition (Boiled Beef) : water 55 ; protein
25; fat 19; ash 1 o

13- Ox Tails; The first coccygeal vertebrae of cattle, cured in brine,
seasoned and cooked. N _

Average percentage composition : water 65 ; protein 26 ; fat 8; ash L

14 Irish Stew: A stew prepared with lamb, potatoes and white sauce,

15. Cassoulet: A stew prepared with white beans, meat, chunks of
sausage and a suitable sauce. .

16. Sausage Stuffing: Pickled pork, or a mixture of ground meat,
bacon and seasoning-intended for the preparation of sausage.

17. Chili con came; A stew prepared from small pieces of beef or
pork and beans, hot chili sauce and other seasonings.
18 Appetizers: This term designates the lips of cattle or hogs cut
mtg small pieces and cured in bring, cooked and packed with vinegar
and spices.

19. Stewed Beef: Chunks of beef seasoned with %qravy or “tuco.”™

20. Meat Broth Extract or Meat Extract; A broth prepared from
fatless meat, tendons, cartilages and hones, filtered and concentrated

*Note of the Trans

113 n Ptor: M
Juco IS a type .of spaghetti sauce
used In Latin America.
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to liquid or pasty consistency (liquid or solid extract). It may not he
named “Double” concentraté.” It may contain only traces of sub-
stances soluble in cold water ; it must contain not less than 60 percent
of substances soluble in 80° G. L. alcohol ; not more than 22 percent
of water, 15 percent of fatty matter, 10 percent of sodium chloride
and 0.50 percent of ammonia nitrogen ; not less than 7 percent of total
nitrogen and 5 percent of creatinine. It may contain traces of glue
and gelatine, but must be free from dextrings, coagulable albumins,
caseine derivatives, yeast extracts and other foreign” matter.

21. Boneless Pigs’ Feet in JeIIY: A preparation with a base of hone-
less pigs’ feet, curedin brine and then boiled in water, which is packed
with a small amount of gelatine or agar-agar.

22. Lamb Stew: A stew prepared with lamb and gravy.

23. Kidney Stew: A stew prepared with chunks of beef, beef kid-
neys and gravy.

.24, Foie Gras; The livers of geese or ducks fattened by a special
diet. The term “Paté de Foie Gras” and other names including the
words “foie gras” mean Pastes containing fattened goose or duck “liver
in a proportion of not less than 20 percent. They may not contain
water in a proportion of more than 75% calculated on"the fat-free product,

25. Deviled Ham: A paste made of cooked pork in a proportion
of not less than 51 percent, seasoned with pepper and other spices.

h 3{i\verage percentage composition : water 45; protein 19; fat 33;

26. Cured Ham: The thigh of the hog cured in brine and properly
aged while protected from infestation. Depending upon the process
used in its preparation, ham is classified into: English (York) ; German
Hamburg, Westphalian) ; French (boneless, Bayonne type) ; Sierra
lean and smoked) etc. cured ham. Avera?e ercentage composition;
Cured fat ham) ;water 45; protein 12; fat 42; ash 0.5; (Cured semi-
at ham): water 54: protein 16; fat 29; ash 0.8. (Cured lean ham):
water 60'; protein 17 fat 22; ash 08.2

27. Boiled Ham: Ham boiled in water after curing, with or with-
out the bone, with or without condiments, Depending Upon the process
used for its preParatlon it is classified into: Tendérized or smoked
boiled ham, In the preparation of which no proteolytic enzymes, such
as papain, may be used; French ham (Paris or Reims type) ; German
ham (Berlin type), etc.

Average percentage composition : water 55 ; protein 18 ; fat 20 ; ash 0.6.
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28. Beef Extract: The liquid Part of the muscular tissue, uncon-
centrated, or concentrated at a temperature below the coa?u_latlon
?om_t of the soluble protein, or under vacuum. It may not confain any
oreign matter; the dry residue shall not yield ash_in a proportion of
more than 15 percent,"and the ash may not contain sodium chloride
in a proportion of more than 2.5 percent; the amount of Rhosphorlc
anhydride shall fluctuate between 2 and 4 Percent, and the amount
of nitrogen shall not be less than 12 percent, both calculated on the
dry residue; the nitrogenous portion shall not contain more than 35
percent of coagulable aloumin or more than 40 percent of creatine bases.

29, Sheep or Lamb Tongue: The tongues of sheep or lamb from
which the surface membranes (mucosa(); have been removed, free
from bones and laryngeal and tracheal cartilage, cured for a certain
time in bring and then cooked. Gelatinous broth may be added to
them in canning.

Ox tongues _
same manner, The animal species from w
named in the labeling. N _

Average percentage composition : Sheep_ton%ue: water 50; protein 20;
fat 26; ash'4.” Beef tongue : water 55; protein 19; fat 22; ash 4.
Ton?ues may also be packed with pickling sauce in which case
th_e}i shall be named: Pickled Sheep Tongue, Pickled Lamb Tongue,
Pickled Pork Tongue, Pickled Luncheon Tongue. _

30. Braised Lamb Tongue in Savoury Sauce: This type of tongue i
prepared as described at point 29, excépt that seasoned tomato sauce
Is added to it during cannlng._ _

31, “Loc-ro” or “Locro Criollo”: A stew pre?ared with crushed corn
beans, meat chunks, squash and seasonings. If wheat is used instead
of corn, the stew is called “Locro de trigo.

32. Canadian Bacon: Loin of pork, cured and smoked.

33. Minestrone: A soup prepared with vegetables, dried vegetables
and seasonings, with or without rice or noodles. _

34, Shredded dried Tripe: Clean beef rennet, washed in hot water,
cut into S'[rIPS or small chunks, and dried. Cooked tripe is the same,
cooked in salt water, de-fatted and seasoned. .

3. Meat Paste, Mince Meat: A paste prepared with veal, young
begf, etc., bacon and seasonings. -

36. Potted Ham, Potted Chicken, Potted Turkey and similar products:
Seasoned pastes containing ham, chicken or turkey in a proportion of
not less than 51 percent.

LATIN-AMERICAN FOOD CODE PAGE 431

veal tongues and pork tongues are prepared in the
glch they come must be



31, Liver Paste, Paté de foie: A preparation made with pork liver
In a proportion of not less than 25 percent, pork fat, beef and pork
sausage, milk, eggs, seasonings, and starch in a proportion of not more
than 10 percent. "Its moistureé content may not exceed 65 percent cal-
culated on the fat-free product. Liver pastes with mushrooms must
contka_lln dried mushrooms in a proportion of not less than 6 grams
per kilo.

38. Potted Ton?ue or To_n?ue Paste: A paste made with tongue, pre-
pared as provided for at point 29, in a proportion of not less than 15
percent, and various seasonings.

39. Brisket of Beef: Meat from the brisket of cattle, cured, seasoned
and cooked.

Average percentage composition : water 51 ; protein 18; fat 25 ; ash 6.
40. Ox Cheek: Cured and cooked ox cheeks.

41, Ragout: A stew prepared with chunks of meat, vegetables and
various seasonings.

42. Ravioli or noodles in “tuco” (spaghetti sauce) : Ravioli or noodles,
cooked and dressed with gravy or spaghetti sauce.

43, Concentrated Soulps: Mixtures of meat extracts and fats, season-
ings, cereal or vegetable flours, dehydrated vegetables, vegetable
extracts, powdered ‘milk derivatives and other authorized products,
Such soups may not contain water in a progortlon of more than 16
percent or ash in a proportion of more than 20 percent. Soups named :
‘Cream of......." shall, after dilution in the volume of water pre-
scribed on the label or ta?_(for instance, 4 times its amount or a liter
of water) not contain fal in a proportion of more than 25 percent.

Article 117—Salted meats and bones kept in storage and/or displayed
for sale shall be kept in impervious containers.

Article 118—Dried meats, regardless of whether or not they were
salted and/or smoked, shall not be fIabb% or brittle, shall
not smell of trimethylamine, shall not have an alkaline

_reaction, red or other spots, and shall not contain more
than 125 milligrams of ammonia nitrogen or 50 grams of hydrogen
sulphide per 100 grams of dry product.

Article 119—The smoking shall preferably be Berformed with “smoke
oil” (Article 659) with a_low 3.4 benzpyrene content and
may be followed by ordinary smoking of short duration.

PAGE 432 FOOD DRUG COSMETIC LAW JOURNAL--AUGUST, 1967



Eggs
Article 120—Under the general term “Eggs” only fresh hens’ eggs
which have undergone no treatment other than mechanical
cleansing may be Sold. .
. Eqggs of other birds snall be sold under the name of the bird that
laid them : duck, ostrich, goose, turkey egPs, etc. .
~ The term “Fresh eggs ma}/ be used only for eggs which, when candled
in_the ovoscope, look™ perfectly clear, without “shadows of any sort,
with a hardly visible ){olk and a small air cell not more than 10 milli-
meters deep.” The shell must be stronP, uncracked and clean without
washing; the white must be firm, clear, free from sPots, and very
homogeneous, and the yolk must be uniform in color, from light
yellow to reddish, well Centered, and firm, and must remain whole
and flatten lightly when the egg is broken on a plate. The average
quantity of ammonia nltrogen,contalned in both white and yolk shall
fluctuafe between 2.2 and mllllgrams percent; the pH of the white
shall be 7.6 and that of the yolk 6.4, Moreover, when observed under
filtered ultraviolet rays (Wood’s light) a fresh egﬁ shall give a reddish,
never a bluish color, and the white ‘must not “fluoresce, but have a
transXarent blue color. N _ _
vera?e ;;ercentag,e comPosmon: Fresh chicken e%gs (edible
part): wafer 74; protgin 12; fat 11 gilucldes 2; ash L Fresh duck
eggs: water 71; protein 13; fat 14; quc_ldes 1; ash 1 Fresh goose
eggs: water 70; protein 14; fat 13; glucides 2; ash 1 Fresh turkey
eqgs: water 72; protein 13; fat 12; glucides 2; ash L _
Fresh eggs may be sold as such even after they have been kept in
cold storage tor up to eight days, always provided that the){ meet
the requirements fixed in this article. A fresh egg shall be labeled
“chilled” If it was kept in artificial cold for up t0°30 days; “refrig-
erated” if it has been in cold storage for more than 30 days; an eqg
preserved in a special ?as_eous medium (nitrogen, carbon dioxide,
etc.) shall be labeled “stabilized” and an egg subjected to tempera-
tures of between -12° and -18° C. (slow fréezing) or-25° C. (quic
freezing) shall be labeled “frozen.”

Article 121—Eqggs preserved by insulation with inert matter (sawdust,
bran, straw, etc.{, by processing with petroleum jelly,
paraffin, wax, qum resin, collodion, etc., by immersion in

, solutions of lime water, water-glass, or by ‘another process
authorized by the authorities shall be sold” with a clearly visible label
bearing the legend “Preserved” in letters not less than 2 millimeters
high and the registration number and/or initials of the seller. More-
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OVer, any containers, cases, boxes, etc. used for eggs thus processed
shall be labeled “Preserved eggs” at a visible spot and in clearly
legible letters together with whatever additional marklngs are re-
quired. The e?gs selected for preservation shall preferably be so-
called “plasma-less,” sterile eggs.

Article 122—Eg?s shall be considered unfit for human consumption,
but suitable for industrial uses (in industries other than
the food mdustry) If they show dark spots when candled;

i after the shell Is broken the yolk separates easily and
the white has lost its consistency and is two or three times as Iar(ie
as the white in a fresh eg?; if urider filtered ultraviolet light, the yolk
produces a blue, green, purple or reddish milky fluorescence; if the avera?_e

ammonia nitrogen content of the white and the yolk exceeds 3.1 milli-

grams per 100 grams and their average pH exceeds 9.

Article 123—The grading of eggs may not be performed on premises
where foods or beverages are prepared or where eggs are
sold to the public. The existence on such sites 0f un-
graded or inedible eggs shall be considered as a punish-

able offelnce even if it cannot be proved that they were intended for

use or sale.

Addled eggs, eggs infected with bacteria or fungi, rotten eggs,
bad-tastln? £qgs, eggs with green whites, eggs showing blood,rmg,s,
eqgs containing embryo chicks, eggs having spots of a microbic
origin or a cracked shell, eggs of birds not properly fed, eggs proc-
essed by unauthorized processes or otherwise contaminated” shall be
considered unsuitable for any use whatsoever and for this reason shall
be summarily destroyed.

Batches of eqgs intended for human consumption in which the
proportion of inedible eggs reaches or exceeds 25 percent shall be
summarily destroyed, and ‘the same shall be done with batches of eggs
from cold-storage rooms or freservatlon tanks in which the percent-
age of inedible €ggs exceeds 15 percent.

Eggs intended for purposes other than food shall be denatured
by the addition of strong-smelling substances, camphorated oil, tur-
pentine SPIFI'[_S or other substances specifically approved by the com-
petent authority.

Article 124—The term “frozen liquid egﬁ” means the meat of hens’
e?gs removed from the shell, packaqed In containers of
glass or another suitable material sealed hermetically and
Stored in a cold-storage room (Article 120). When the
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egg comes from another bird, this shall be stated in the labelin
used on_the container. Before handling, the eggs shall be graded,
and spoiled eggs shall he discarded and destroyed. Moreover, the
eggs shall be washed before breaking to remove an){ impurities ad-
hering to them, and then rinsed with potable water. In this industry,
only sound eggs which_ have no trace of spoilage and whose shells are
in perfect condition without any cracks may be used.

Article 125—The terms “powdered egg” and “dried egg” mean the
product obtained by evaporating the water n the white
and the yolk of the ‘egg. Dried egg shall meet the follow-
ing specifications: _

Grade A: Homogeneous appearance: velvety texture; uniform

Yellow color: odor “sui generis": pleasant flavor; moisture, not more
han 5 percent: ether extract, nof less than 385 5percent,; acidity of
the ether extract, not more than 2 milliliters of 0.05 N sodium ethylate
per gram ; total protein, not less than 40 percent; amount of non-
patho[qemc germs, not more than 500,000 per gram ; free from bacteria
usually considered pathogenic for man; free from coloring matters,
preservatives and adulterants.

Grade B: Homogeneous appearance: texture granulated, but not
rough; color, pale yellow or greyish-yellow; odor, slightly acid, but
not sour; flavor, sfightly different from that of fresh eggs, but not
unpleasant; moisture, not more than 6 percent; ether extract, not less
than 37 percent; aC|d|t?/ of ether extract, not more than 3 milliliters
of 0.05 N sodium ethylate Rer gram; total protein, not less than 40
percent; amount of nonpathogenic bacteria, not more than 800,000
per gram ; free from patho%emc bacteria; free from coloring matters,
preservatives and adulterants. _

Averaige percentage composition (Dried whole eggs) : water 4.5;
protein 1: fat 41; glucide 3.5; ash 4, .
~Sugars may be added provided that the sugar content is declared
in the labeling.

Article 126—The term “Egg yolk” means the product obtained by re-
moving the white, of which not more than 12 pefcent
may be present in “egg yolk.” Average percenta%e com-

0.0 a5t gsmon (Hen’s egg) > water 50; protein 16; fat 32; glu-

cide 0.8; ash 1.2

~ Powdered or dried e?P yolk is the same product after removal of
its water content. It shall’ meet the foIIowm(I} specifications; moisture,
not more than 5 percent; ether extract, not less than 40 percent;
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acidity of the ether extract, not more than 3 milliliters of 0.05 N
sodium eth%/Iate per gram; total protein, not less than 32 percent; ash,
not more than 4 percent; bacteria, 500,000 per gram.

~ The term “eggwhlte" means the product obtained by the elimina-
tion of the yolk. ‘Average pe.rcentage composition d(Hen Se gz L water
88; protein 10.8; fat 0.2; glucides 0.6; ash 0.4. Dried Egg White is the
same product after removal of its water content. It may not contain
moisture in a proportion of more than 13 percent.

Slaughterhouses

Article 127—The term “Slaughterhouse” means any establishment
gttV\{]hIChd beasts “intended for human consumption are
utchered.

Whenever possible slaughterhouses shall be located on sites
removed from urban conglomerations, at locations distant from es-
tablishments which give off odors, smoke or dust, such as: mineral
mills, lime factories, oil refineries, chemical plants, etc., and in regions
where floods do not occur. Their hallways, from the plant entrance
to the processing room, shall be waterproof and properly lighted
and all ‘adjacent spaces shall be covered with turf or waterproofed.
They shall be surrounded by a wire fence, 2 m. high, topped by
barbied wire to keep men and dnimals out,

2 Cattle intended for food may not be slaughtered, dissected,
skinned or stripped outside the slaughterhouse, and animals may not
be butchered unless they have been” inspected by the Official Meat
Inspector (Veterinary Officer) and released forkilling. No public
slaughterhouses of any type may be installed and operated without
a licénse from the health duthority.

b. The meat, entrails and other parts of animals killed for human
consumption may not leave the slaughterhouse, nor may they be
Processed or stored without an examination by and an authorization
rom the Official Meat Inspector.

¢. Slaughterhouses shall be provided with every facmt}/ required
to permit neat inspectors to examine the animals_and perform  their
inspections in comfort. Qvertime work is prohibited without the
knowledge of and an authorization from the meat inspection authorities.

. d. Dogs are prohibited inside sIau%hterhouses. The entrails of
diseased animals are prohibited from being kept and shall be de-
stroyed. For infractions of these rules the men in charge or managers
of the slaughterhouses shall be personally liable, g)omtly with "the
organization, company, or individual that owns the businéss.
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e. At no time maY meat be dressed on the floor, an operation to
be performed only at butcher shops or meat markets on suitable
tables, or while the carcass is hanging.

f. In towns and villages which have no public slaughterhouses,
slaugh,terlng may take place on sites approved for this purpose by the
municipal Nealth” authorities. The sites must be elevated, and at “least
500 meters away from the town limits.

. No slaughterhouse may ever be used for purposes other than
slaughtering.

~h. All animals intended for slaughter shall remain in shaded hold-
mH pens for not less than six to twelve hours, during which time the
following requirements must be met:

L Any animal suspected of a disease shall be placed in a
se?arate pen, where it shall remain_for 24 hours. If it is found to
suffer from a contaglous or infectious disease, it shall be killed
and destroyed, and the health authorltr shall be notified thereof.
If the sythoms have disappeared after 24 hours, it may after
inspection by, the Official Inspector be sent to the killing floor.
If an animal s afflicted with a noncontagious disease, it may be
returned to the owner and be slaughtered” after the time required
for complete recovery.

2. Any animal found in the holding pen of a slaughterhouse
dead, d mq or with a fractured limb may be seized if So ordered
by the health authority after a post-mortem examination.

3. Any animals which escape and/or get excited on the way
to the killing floor shall rest for an hour before slaughter.

4. Animals which were run or are footsore may be slaughtered
only after a rest of at least 6 hours in the holding pen”of the
slaughterhouse. _ N _ _

5. To prevent sufferln?, an injured animal may be killed
even if no Official Health Tnspector is present, but the carcass
must be left whole for inspection, with the head and all viscera,
except stomach, bladder and intestines, in their natural position.
Otherwise, it shall be seized, as shall happen also if if can be
proved that the animal was injured or diseased. .

6. All slaughtered animals must be shown to the Official
Health Inspector whole, or cut into halves, with their splanchnic
serous membranes intact, and with gangllons,, lungs, heart, liver,
Is_pleen and head attached to the body by their natural anatomic
lgaments,
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1. Fetuses shall be seized, but may be used for research work
under special control.

Article 128—Animals afflicted with any one of the following diseases
shall be seized whole: General actinobacillosis; general
actinomycosis; caseous adenitis with extended lesions;

- cachexia; symptomatic carbuncle following a pathological
condition; general cysticercosis; cholera; Texas fever (Pyroplasmasis
and Anaplasmosis) 7 jaundice after an infection or poisoning which
imparts a_yellow colorto the fat, flesh, aponeurosis or bongs; general
parasitic infection ; general melanosis; pyoemia; sarcoporidiosis ; Rar]-
grenous septicemia; hemorrhagic septicémia; trichinosis; melancholia
and other pathological conditions provided for in the national Food

Laws of a country.

Article 129—Seizures may he partial if lesions can be proved to be small
and localized in cases of: actinobacillosis; actinomycosis;
caseous adenitis ; cysticercosis; cholera ; dysthomatosis ;

_ equinococosis; tuberculosis and other diseases provided
for in the national Food Laws of a country.

Article 130—Meats found suitable for human consumption shall be

stamped or strapped by the Official Meat Inspectors.

For purposes of control, retailers shall sell last the parts

__bearing the stamps or straps. In case of failure to com-

ply with this requirement, no explanation can prevent the imposition
of the established penalty. . S

Any carcass, or carcass part, which, after final inspection, is found

defective, unsanitary, unwholesome or otherwise in a condition that

makes it unsuitable” for human consumption must be marked with a

stamp “Not for consumption” and cut across several times.

Any parts of the carcass or organs to which, due to their nature
such stamp cannot be affixed, shall'be separated and stored in special
vessels. Rejected carcasses, carcass parts and organs shall remain
under the control of the Official Meat Inspection Department until
taken to digesters for destruction. If not destroyed the same day,
they shall be kept in comPartments intended only for this purpose.
Any carcasses not bearing the regu_lator){ stamp or strap shall be con-
sidered as coming from clandesting slaughterhouses and shall he
tSﬁIZFd summarily, and offenders shall be penalized in accordance with

e law.

. The concealment of uninspected carcasses or parts shall be punished
with seizure and the established penalty. The removal of ganglions,
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pleura, peritoneum, or parietals, or of part or all of the organs, or
severance of the same, shall be liable to complete seizure and the
imposition of the established penalty. _

Any treatment or process applied to_ improve the appearance of
meat, or to mislead the Furchaser about its actual condition shall be
punished with the established penalty. If such treatment or process
also renders the meat harmful, criminal proceedings may be instituted.

If owners or operators make false statements about the number
of animals ready for slaughter or already slaughtered at their estab-
lishments, their license will be temporarily suspended by the health
authorlt¥, without prejudice to the imposition of the established penalty.

In localities which have no permanent health inspection services
retailers shall keep ganglions and entrails, except the %astromtestmal
tract, available for periodic inspections until the meat is sold, after
which time they may sell the entrails.

Article 131—Seized meats and meat products shall be destroyed in
digesters, under the supervision of an official “health
inspector, at a temperature of not less than 105° C. and
for four hours, or else in special ovens or boilers.

At plants which have no digesters in which to destroy seized
products, these Broducts shall be denatured with creolin or”another
agent approved by the competent autho_r|t¥, or be incinerated. Such
operations shall always be performed in the presence of an official
health inspector.

Article 132—Official msPectlons of poultry shall be performed at col-
lection centers both ante-mortem and post-mortem. Any
poultry showing signs of one of the following diseases
shall e seized: cachexia, cholera, diphtheria, cutaneous

lymphoma, pip, tuberculosis, or any other disease that causes con-

gestlve alterations or, in the opinion”of the inspector, gUStIfIES seizure.
eizure shall also take place when post-mortem alterations in the
abdominal cavity (foul smell) or_changes in the digestive organs and
peritoneal tissue can be proved in dead animals or when their flesh

shows alterations symptomatic of putrefaction.

Sausage Meat, Sausages and Similar Products
Article 133—The term “jerked beef’ (“cecina”) (See Article 116
point 11) means air-dried, sun-dried or smoke-dried salted
or unsalted beef. _
The term “spiced sausage Pork” (“chacina”) means not only cured
pork and hog parts subjected 1o a preservation” process (drying, salt-
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ing, boiling, smoking), with or without casings (hams, salt pork,
“hondiolas”), but also comminuted pork, with or without the addition
of meats from other food animals, entrails and blood, to which may
have been added hacon and various spices, sugars, ground cereals
starch (in a proportion of not more than 5 percent in the fresh and
10 percent in the cooked product), milk products, live lactic enzymes
(Streptococcus lactis and” Lactobacillus, both free from indologénous
bacteria) in lactose or powdered milk, fresh or cooked products, eggs,
fruits, vegetables and other permitted substances, read?/ for stuffing or
filling. When such mixtures are encased in pieces of the small orthe
large” intestine, or in other natural (bladder, esophagus, peritoneum,
etc.) or sklnthetlc casings, they become sausages, which may be fresh
frankfurters, “butiferra,”* pork sausaé;e, blood pudding), preserved
pork sausage, salami, etc.) or cooked (bologna, “matambre,” etc.)
ausages and other meat preparations are also called “Facturas” or
“Hechuras.” Cooked meats and sausages to be consumed cold are
called “cold cuts.”

Article 134— Sausages are classified into two groups :
a. Sausages made from pork and pork fat, with or without beef:

FANCY GRADE. ,

b, Sausa?es made only from beef with pork fat: COMMON GRADE.

Pork fat or bacon is prohibited from being replaced by heef fat,
In the labeling of both types, the Rroportlon of meat of edch animal
species used in the preparation of the sausage shall be stated.

Article 135—The term “Delicatessen” (“Fiambreria,” “Rotisserie,” or
“Salsamentaria”) means a store, or part of a store, in
which sausages, cold cuts and hot meats, wines, various
canned goods, etc. are sold.

_Such shaps shall have tables of marble or another suitable mate-
rial, mechanical slicers, and refrigerators, and shall meet all other
general standards.

Article 136—Sausage meat and other meat preparations shall be pleasant
in odor and appearance and shall in addition meet the
requirements fixed in Article 94.

They may not contain any sulphurous acid derivatives, saltpetre
(potassium of sodium nitrate)” in a proportion of more than 0.25 per-
cent, or sodium nitrite in a proportion of more than 200' p. p. m. Ben-

*Note of the Tran?lator:

A type of sausage first made in Cata-
Ionla.yp g
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zoic acid and henzoic acid salts may be added to sausages in a propor-
tion of 1 per mil, if declared in the labeling.

Meats_and entrails not inspected by an official health inspector
are prohibited from being used. Raw materials and finished products
from uninspected animals shall be seized summarily.

Article 137—Sausage meats from burst casings may be used in other
products, always provided that such use takes place the
same day they were prepared. They may never be kept
from one day to the next if they are to e used in fresh

products, If they cannot e used the same day, they may be used to

prepare blood pudding, in which case they must first be cooked.
Sausage meats or meat mixtures which for some reason were
dropped to the floor may not be used in any type of product.

_ Sa_usa?e meats made from comminuted and CPrepared meats not

immediately used in sausage shall be kept under refrigeration at

proper temperatures.

Article 138—Sausage manufacturers are not permitted to sell their
Rroduct_s without the stamp affixed thereunto by the
nealth inspection authority and the labels provided for
in the present Code. Wholesalers and retailers shall keep

stamps and labels on the product until they sell the last portion.

Violators are liable to the established penalty dnd to summary seizure

of the product.

Article 139—The term “fresh sausage” means sausage which, when
exposed to ambient air, keeps from 24 hours éfrankfurt-
ers) to 3 and 6 days (“butiferra,” blood-pudding, fresh
pork sausage).

The terms “preserved sausage” and “cooked sausage” mean sausages
and similar products which have been subjected to a prolonged r}é-
Ing process in special dryers, have been preserved by salting, smok-
ing, or condensed smoke, or have been subjected to Cooking.

Cooked prepared meats are also designated by the generic name
“cold cuts.”

Article 140—The following, generic names designate the products
described hereinafter: _

L Theterm “matambre™* means the layer (strlpg of meat between
the skin and the rib case of cattle. The name “rolled matambre”

* Note of the Translator:
An Argentine eeq product.
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means beef “matambre” especially spiced, rolled, spirally tied with
strong string, and cooked, first at low heat, then in boiling water,
The name “minced matambre™” means a cold cut prePared from beef
“matambre,” comminuted and mixed with other meats. It is usuaIIY
cooked in pans and sold in cloth bags which stick to it because of the heat,

2. The generlc name “Salami” de3|dgnates various types of sau-
sage pregare from a base of raw meat and” aged, with bacon and spices
added. Salamis are distinguished from each other by different names,
depending on the grain size of the meat mixture, the seasonings, the

rocess used in théir preparation, their shaiae and size (PAlIan Salami,
respon. Ordinary or Criollo, Nostrale salami, etc.). They may be
smoked or unsmoked.

3. The generic name “Pork sausage” (“chorizo”) means various
types of sausage prepared from pork, or from pork mixed with other
ood meats, with spices, and encased in the small intestine of calves
(fine tripe), and tied at intervals of from 10 to 18 centimeters
to form sausage strings, or tied into avar)&mdg number of links. These
pork sausages are sold fresh or dried, smaked or unsmoked. They are
distinguished by various names, depending upon their preparation
(Spanish “chorizo,” Oriental “chorizo,” etc.). Brazilian “chouri<;os”
usually contain a certain proportion of blood and pieces of entrails,
heart, liver and tongue, and are sold cooked and smoked.

4. The name “salchicha fresca” gresh sausage) designates a fresh
sausa(_ie prepared from a mixture of beef, cheese, pepper, cinnamon,
saltpetre ‘and salt, filled into fine hog tripe without tying.

_The names “Frankfurter” and “Wiener” mean sausages prepared
with a mixture of beef and pork, dried milk, various sugars and
spices. They are sold cooked and smoked.

They may, prior to smoking, be tenderized with pineapple juice,
and benzoic acid and benzoic acid salts ma%/ be added to them™in a
proportion of 1 per mil if declared in the labeling.

Avera?e ercenta(_}e composition: water, 50 to 65; protein, 10 to
16; fat, 12 {0 35 ; ash, L7 to 3.8; phosphorus, 60 to 320 mg.

5. The name “ltalian sausage” designates a sausage prefoared
from pork and beef, salt, saltpefre, garlic, and coriandér or fennel
seeds. . The mixture, coarsely chopped, is encased in calf tripe. It is
then air-dried or hardened.

_ 6. The generic name “blood sausage” desi?nates s_ausagies prepared
with_the blood of freshly slaughtered animals or birds, the skin and
tendinous parts of pig's heads, bacon and spices, with or without
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the addition of other products Jmilk, brain, etc.) and cooked in boiling-
water. They are distinguished by different names, depending upon
the composition of the mixture: Basque, Genovese (Berrodi), Catalan,
Criolla, Asturian etc. blood sausage.

7. The names “Bologna,” “Stuffed tongue,” “Ojo de Dios,” “Sop-
resata,” “Galantina,” “Mambre,” “Chinesco” desqnate cold cuts, which
means cooked sausages prepared with mixtures of fresh or other meats,
in proportions always to be stated in the labeling. When the name
of the product indicates the use of a specific meat, such as: Calf
bologna, Turkey “Galantina,” Rabbit “Mambre,” etc., the product
must contain the meat of the animal named in a proportion of not
less than 25 percent, while the balance may be pork or beef

Several of these cold cuts are cooked in special pans; others are
wrapped in cloth bags which stick to them by the effect of the heat,

Article 141—The name “Headcheese” desiqnates a sausage prepared
in varying proportions with the. tendinous parts of the
heads “of Swine and cattle, and with spices.  When cooked

~_In pans, headcheese is usually wrapped in_cloth ba(T;s.

Otherwise, it is cooked inside a bag made “of pig skin with some fat

sticking to it, which forms its casing.

Article 142—The name “Stuffed Pig’s Feet” (“Zampette”) designates
the cold cut prepared from pork and pig skin, beef and
spices, all of which is, after blending, encased in a pig’s
foot and cooked In boiling water.

Article 143—The name “Cima Rellena” designates a type of cold cut

Brepar_ed by stuffmg a kind of 'bag madé of meat from

eef rib casing or beef belly with a mixture consisting of

_ beaten egé]s, green peas, vegetables, cheese, beef tongue,

spices, and whole hard-boiled eggs, which, in the end, is cooked in
boiling water.

When the stuffing contains gelatin of fowl (turkey, goose, chicken,
etc.) the product is named: Turkey, Goose, Chicken “Cima.”

Article 144—Canned meat preparations (sausages and similar products,
precooked dishes, etc.) are not permitted to conain sub-
stances which reduce their nutritive value, are injurious

horit to the health, or are prohibited by this Code or the health
authorities.
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Fishery Products
Article 145—The term “Fishery Products” covers fish, crustaceans
mollusks, batrachians (frogs), chelonians (turtles), and
preserved products and preparations made from the same
_ animals or parts of them. They must belong to edible
Species.

Article 146—Fish and shellfish canneries, as all establishments en-
aged in the processing of fishery products, shall meet
te gollgwmg requirements in addition to the general
standards:

L The rooms in which the raw product (fish, crustaceans, mol-
|usks) is received and cleaned shall be furnished with drainage tables
basins and suitable pressurized water taps which permit the use of
water in any quantity required; the containers used to ship the raw
product to the plant may not be used for an_Y goods other than fishery
products, shall"be maintained in good sanitary condition and shall be
cleaned as soon as they have been emptied.

2. Both the aforesaid rooms and the rooms in which products are
processed and packed shall have waterproof floors with a gradient to
drainage. The drainage pipes shall have a siphon and be”connected
with a septic tank that communicates with_the sewer. The waIIs_uP
to 1.80 m. from the floor must be covered with a waterFroof material;
the tubs or barrels in which fish is left to stand to allow the salt to
penetrate shall be easily cleanahle; no petroleum cans, Iubrlcatm?-
oil drums or containers originally used for substances not suitable
for human consumption may be used for the r?urpose. When salting
takes place directly in the barrels or cans, they shall be ke‘ot at a
suitable place distant from passageways. All machinery, implements
and utensils in use shall be kept in good condition and shall be cleaned
as often as necessary during the day. The oil that collects in canning
machines during processing is pronibited from being used.

3. All cannery departments shall be removed from and not con-
nected with sleeping quarters, and their inside and outside openings
shall be protected hy metal or plastic screens.

4. All canneries shall have tanks of sufficient size, with a water-
proof lining, set up at a distance of not_less than 20 meters from the
Processmg rooms, in_which solid canning residue shall be collected
0 be removed periodically. These tanks shall be easily cleanable and
Protected from ‘insects and shall not constitute a nuisance or danger
0 the neighborhood.
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) Fishery products are Prohlblted from being processed commer-
cially at plants located in areas other than fishing girou,nds unless the

raw ‘material is, with the aplproval of the health authority, shipped in
brine or frozen immediately after capture and kept frozen until its
arrival at the plant,

Article 147—All containers used for fishery products shall meet the
requirements of this Code, shall be apﬁroved by the
health authorities, and, in addition, shall have a labeling
including the place of processing. _

New wooden cases may he used to pack frozen, salted and dried

%cod type) and smoked fish intended for the market, provided that

they are lined with waterproof paper.

Canned fishery products shall after processing be kept under
observation for six dayés for biological tests. No swelling shall occur
on containers kept 48 hours in an oven set at 38° C.

When canned fish is labeled “with” or “in olive oil,” the oll
Present in the tin may not contain fish oil in a proportion of more
han 10 grams per 100 grams of olive oil.

Article 148—Brines used for salting shall be replaced or replenished as
often as necessary and shall be prepared from potable
water and virgin“salt suitable for human consumption,

~as provided for in this Code, the addition of colors or

Preservatlves,_brlck powder, ochres, etc. and the use of salt recovered

rom used brines being prohibited. They shall not have an iodine

absorption of more than 12 grams per liter. Brines intended for the

Rreparatlon of caviar may contain benzoic acid, benzoic acid salts, or

examethylenetetramine, but any residue of these a%ents found in

the product ready for sale is not permitted to exceed I per mil.

Article 149—Fish and shellfish pastes (from anchovies, sardings, shrimps,
etc.) may be prePared only in canneries, their prepara-
tion in luncheonettes, tea rooms or similar establishments
being prohibited. _

Wheat, corn, potato or tapioca flour may be added to fish and

shellfish pastes in"a proportion of up to 20" percent and salt in a

proportion of not more than 18 percent without declaring their

presence in the labeling.

Article 150—Dependin% upon their nature and the process used to
[f)reser\_/e hem, fishery products are classified in the
ollowing types:
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L The name “salted fish” means fish preserved with edible salt
in the form of solid salt or brine. Dried salted fish (grayfish, haddock,
etc.) offered for sale mag not contain salt (sodium ‘chloride) in a
proportion of more than 30 percent. _

2. Salted or unsalted dried fish must have its natural color and
may not be reddish or greenish. The moisture content of fish dried
without brine shall not exceed 12 percent.

3. The name “stockfish” means a large fish (cod, haddock, hake,
etc.) which, after cleaning, is dried without flattening or salting.

4. The name “Smoked fish” means fish subjected to the action of
condensed smoke, after partial or total drying or salting (See Article
119). As an exception to Article 692,* these products mag contain free
or combined formol in a proportion of not more than 1,000 p.p.m. (in
the dry residue). _ o

5. The name “Broiled (or baked) fish” means fish which has been
exposed to the action of fire or heated air in an oven.

6. The name “Marinated fish” (or “fish a la Bismarck™) means
fish which, afte_r_cookmq, IS preserved in flavored vinegar, ‘with or
without the addition of oil.

1. The name “Dried Shrimps” means fresh shrimps which have
been cleaned, salted, and dried in the sun or in special ovens.

8 Cured anchovigs put on the market must have been standm%
in brine for at least five months. When a can is opened it shall no
smell of fermentation, shall not contain swollen anchovies or fat
floatlngi in the brine, and no fat may be found on the can edges or
inside the lid. The salt used in canning shall meet the specifications
fixed in this Code and may not be present in a proportion of more
than 35 grams per 100 grams of product.

When an anchovy is sPIit, its inside shall be a_b_right pink through-
out (meat color) and shall have no lighter or whitish parts.

Anchovies in brine which are sold as “select,” “fancy,” “special,”
or under a similar designation, shall be of uniform size, not broken
or SF|I'[, and perfectly Scaled; their heads must have been removed
neatly and their skin"must be intact. The can may not contain salt
in a proportion exceeding 30 grams per 100 gramsof product.

The term “meat anchovies” may only be used for anchovies
packed tightly in brine the one on top of thé other, without any layer

*Note of the Trapslator: ..
Tm? aﬂche ro ﬂ)dts the addition of
formaldehyde to foods.
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of salt between them. The can may not contain salt in a proportion
of more than 20 grams per 100 grams of product.

Anchovies intended for fillets must be allowed to mature in brine
for not less than eight months.

Article 151—The names under which canned fish, mollusks and crustaceans
are sold shall meet the specifications in force in their
country of origin. Consideration shall be given to both

Article 105 the vernacular and the scientific names, as specified in

rticle 105.

Article 152—The term “Jellied fish” means the product made from
fish boiled in a flavored broth, to which edible gelatin
was added during packing.

Article 153—The term “Bouillabaisse” means a soup made from var-
lous types of fish and shellfish cooked together and spiced.

Article 154—The term “Caviar” means a preparation made from the
salted roe of various species of sturgeon. In fresh or
granulated caviar (lkra,* kbrniger Kaviar**), which is

~grey in color, the eggs must stick to each other tightly; it
shall contain water in a proportion of not more than 55 percent, fatty
substances in a proportion of not more than 18 percent and total
nitrogen substances in a proportion of not less than 23 percent. Pressed
caviar (“Pajusmaya,” “Presskaviar™*), which is dark grey or black

and has the appearance of a solid oily mass, shall contain water in a

proportion of not more than 35 percent and total nitrogen substances

In a proportion of not less than 33 percent. It may not contain oil or

roe of other fish. The protecting agents which may be used in its

preservation (see Article 686) may be added in the form of a saline
mixture containing, for instance: 94 parts of sodium chloride, 3 parts
of hexamethylenetetramine and 3 parts of sodium benzoate.

~ Caviars made from the roe of other fish shall bear the name of
said fish, such as Carp Caviar or Red Caviar, Haddock Caviar, Hake
Caviar, etc., or the name “. ... Caviar,” preceded by the technical
name of the fish whose roe was used in its preparation.

*Note of the Translator : Russian term. ter*n: Note of the Translator; German
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Regardless of the name under which caviar is sold (fresh or
granulated, or pressed) and whatever its origin (qenume or sub-
stitute), it may not contain more than 10 percent of salt, more than 4.5
percent of free fatty acids exFressed as oleic acid, and their content
In nitrogen titratable in formo SSorensen) may not exceed 0.05 grams
per centum. 1t shall not have a free hydrogen sulfide reaction. Average
percentage composition: Granulated stur%eon caviar: water, 48; pro-
tein, 27; fat, 15 ash (sodium chloride 6) 7.5. Pressed sturgeon caviar:
water, 37; protein, 32; fat, 18; ash (sodium chloride 4) 55. Red Car
Caviar: water, 45; protein, 27; fat, 18; ash Ssodlum chloride 1.5), 4
8Haddock Caviar: water, 50; protein, 23; fat, 12; ash (sodium chloride
) 1L

Article 155—The term “Shark Fins” is used to distinguish the fins of
selachians which are salted, or dusted with lime, and
dried in the sun or in ovens, and are used _mallnly in the
preparation of soups. Shark fins are classified info white

and black, although none are perfectly white or black, and the follow-

ing commercial types are known: Speckled white Fins (Boon Leong

S|8, which may be large (Chu sit), or small (Peh sit, and Khian sit),

and Black Fins, which may be large (Tut sit), or small (Oh sit, or

Seow oh sit).

Article 156—The following names are used to designate the products
described hereinafter:

Biickling: smoked herring.

Haddock*: a large, salted, boned or unboned fish (cod. haddock,
hake, bluefish, etc.) split and smoked.

Klipfish: a large fish (cod, haddock, hake, etc.) salted and dried.

Stockfish: a Iarﬂe fish (cod, haddock, hake, etc.), dried without
salt, which is sold rolled or twisted.

Rollmops : strips of spiced marinated fish which are sold rolled.
“Saracas”: pressed salted sardines or anchovies. [The End]

* Note_of fhe Translator: . :
: TMS eEnﬁhsﬁ nzgne o“ a.species of fish
5 a Raren y Used_In ngtgp &menca 0
esignate a type of smoked fish,
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The Administrator’s View

By JAMES L. GODDARD, M.D.

Dr. Goddard, the Commissioner of Food and Drugs, Delivered
This Address the Evening of July 28, 1967, at the Annual Conven-
tion of the Federal Bar Association, in San Francisco, California.

with you a view of the law that is peculiar to an administrator. The

law and the regulations are those that fall within the jurisdiction of
the Food and Drug Administration (FDA), which is celebrating its
60th anniversary this year.

Actuallc}/, | have the responsibility for enforcement of the Food,
Drug and Cosmetic Act, with its many Amendments, and other Acts
of the Congress that give us certain_responsibilities in the market-
Place. As you know, the daily traffic in our Agency is divided among
oods, drugs, cosmetics, and hazardous substances. It has been
estimated that no less than 25 cents of every consumer dollar spent
buys a commodity over which we have somé jurisdiction. There are
times when | think we have the whole dollar’s worth to contend with,
but that is thankfully not the case even though it may seem that way.

_ However, | realize the extent of our influence on the lives of our
citizens. And | am awed by it.

_ Considering the extent of the FDA's influence, the position of
its Commissioner is potentially very powerful. But I choose the word
“potentially” with great care. For the power that could be mine, as
an enforcer_of the “law, is not at all absolute. It is carefully—and
Properly—m[cumscr_lbed. Although, | have been charged now and
hen with being arbitrary and capricious, | do not believe such charges
hold true. | make such a claim because it is frankly impossible™to
administer the law—to oversee the work of some 5,000 employees—to
hold together the labors of 17 District Offices in major cities across
the Nation—to plan and program for today’s environment and for to-
mg_rtrow’s as well—it is just impossible to do this and be capricious or
arbitrary.
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~Those must have been the %ood old days, the days of the club-
swinging curmudgeon, whether he was in private industry or in gov-
ernment. But those days are gone. And | do believe it is just as well.
Power can corrupt. What we are concerned with, as administrators
of the FDA law, Is the wise and restrained use of power. This is qoo_d
administration, %ood executive ‘practlce, good decision-making. 1t is
more than just the procedures of enforcement.

| think it is also appropriate to say that my accent on administra-
tion of the law, rather than on enforcement, stems from the kinds of
problems we are currently faced with in the FDA or, rather, in the
Nation. For example, in the area of foods, we have observed during
the past year or two a rise in the significance of salmonella. This is a
pesty litfle microorganism that produces stomach upsets, what i
called “food poisoning,” sometimes mistakenly diagnosed as “flu,”
but a microorganism that, nevertheless, can be extremely dangerous
to the very young and the very old, whose resistance to such insults is
low, and & nuisance of no mean proportions to all other age groups.

It has been estimated that, in 1966, up to one percent of our
populatlon,_nearI%/ two million Americans, suffered from attacks of
salmonellosis. At the minimum, an attack lasted two days. In one
comi)utat_lo_n | have seen, this has been compared to a loss of one-and-
a half million workdays during the year. Whether we are speaklnP
in terms of a worker’s down-time or’in terms of medical gravity, sal-
monella is one of our major challenges in the area of contamination-
free food processing.

There are a number of legal routes we may follow to impress
upon the food industry that salmonella is very bad news indeed.” But
from my_viewpoint, our Agency must have other alternatives—some
more swift, less punitive, more effective for Publlc health—than the
resort to the courts. We must move swiftly when salmonella is
detected. But we should not, and cannot, move alone if we are to
achieve the desired end: protection of the health of the consuming public.

At this point, we See some mechanisms appearing that qlve the
administration of the Food, Drug and Cosmetic Act a new relevancy
to the contemporary problems of public health. We see that industry
can approach us, the Agency that regulates it, and join us in the
exchange of scientific data concerning salmonellosis. We also see that
Preventlve_measures can be worked out in an atmosphere of service
0 the public, rather than under the somber gun of enforcement. Thus,
the Grocery Manufacturers of America, the National Renderers Asso-
ciation, theé American Dry Milk Institute, the baking industry, candy
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manufacturers—these and many others are working with FDA Dis-
trict offices as well as with our headquarters group to get a tighter
hold on the salmonella problem and with good management and good
will reduce the problem to smaller proportions.

~ Workshops, seminars, scientific meetings, training aids for super-
visory and manufacturing personnel and other tools are being devel-
oped ‘for better administration. Of course, the laws, civil and criminal,
are also instruments that may be called into play. But these are ex-
pressions of hostility, the Agency’s and the industry’s toward each
other, when the real"issue is the eradication cf a public health hazard.

Food free of contamination is the goal of our Agency and of the
many sectors of the food industry. Not all companies can or wish to
comply. Not all share our concemn. Not all reach for this goal. We
have companies among us that do not conform to good industry
standards, that do not maintain proper sanitary conditions, that do
not maintain proper surveillance over the incoming raw materials and
the finished Products_ off the line, that do not train their personnel with
an,¥ rational Y organized programs, that, in a word, play fast and loose
with the health of the consumer. For such companies; we move from
the administrative mechanisms available to us and turn to the en-
forcement procedures.

.| don’t wish to dwell much longer on the food side of our work. |
think we are making good progress with this industry, aIthou%h many
problems still remain.” But the signs all point to a greater partnership
of effort on a scientific basis between the FDA and food processors
s0 that the consumer may be well served by his Government as well
as by private enterprise.

The consumer is, of course, the person we must keep in mind as
we carry out the law, His protection is the rationale for our agency;
In his name was the law passed by the Congress. We have, however,
no direct access to the consumer: we make contact through industry.
We have noted how this can be done in. the food area— workmq
with industry on a health problem affecting consumers. What abou
our protection of the consumer, as far as drugs are concerned?

. Here, again, we_have taken a long, hard look at the law and have
tried to draw from it the administrative procedures that could bring
about_consumer or patient protection without constant resort to
litigation. [ think this Past year we have come through, by trial and
error as well as by calculated design, a number of procedures that
make good administrative sense.
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Pharmaceutical Advertising

One of our most publicized and, indeed, most Rressmg- problems
was in the field of pharmaceutical advertising. When Olyou stop and
consider the problem for a moment, you will see that today’s physician
must rely almost totally upon what a manufacturer claims for his
drug product. Such claims are first found in the package insert that
accompanies the prescription drug. “Found” is probably not the most
appropriate term here, since there is much evidence that the insert
never gets into the doctor’s hands. So the claims are ?Jven in a
variety”of advertls_mgi media. These are under the jurisdiction of the
FDA, spelled out in Taw and regulation since 1962

The doctor reads the journal ads for information. Fie cannot
corral several thousand subjects, administer a drug in a special
regimen or test design for months or possmI% years, and come to all
the conclusions by himself, He doesn’t have the' mongy, time, facilities,
or even the need to go through this. It is even ridiculous to con-
template the average prescribing physician replicating the R & D
process behind the claims for any preScription arug.

This very need to rely on comEanX representations of fact levies
upon both the company and the FDA a heavy responsibility that
once again, legal procedures alone cannot satisfy. Other techniques of
administration must be called into play.

. Face-to-face discussions with errant companies have been_the rule
in my office for over a year. There have been a few disappointments
but on the whole 1 must say that these discussions have been f_runful
and the advertising of prescription drugs is improving. Executives in
the industry are getting the; messa?_e. And the message is rather
mmRIe. If we can get bétter informalion to the prescrlbm% physician
without dragging each other into court, then let’s try. We Degan with
discussions and a sprlnklln% of seizures. There have been very few
seizures lately. Companies have chosen the “Dear Doctor” letter as a
wa?/ of straightening out the record for themselves and for their sPe-
cial professional audience. And we have rested our I_egal lance in the
corner in many instances, choosing the dialogue with the company
and their _vvlllmginess and ability to do the job themselves as being
more profitable 10 all concerned—especially ‘the patient at the other
end. Let us not forget him. The reason for our discussions at the top
corporate levels, for turning from seizures to “Dear Doctor” letters
and other forms of righting”the wron?_ information, is to get the best,
most informed medical “opinion and practice at the bedside of the patient.
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Some executives have called us “tough,” “unreasonable,” and so
forth. Yet, they fail to see we do not have many alternatives, Once an
infraction of drug advertising, or manufacture, or research is brought
to our attention, we must Pursue it, or be counted as derelict. The real
Issue is not that we actua lY do track down the infractions, of course
we will do this; the issue to discuss is this: Do we move rigidly in
the patterns of old or do we seek to find new ways of accomplishing
the desired ends with a minimizing of friction and disruption and a
maximizing of protection for the public? If the answer is that we are
indeed opening up new administrative avenues that are effective, then
| am safisfied” that the FDA is responding well to the mandate given
it by the Congress.

| am not condemning pharmaceutical advertising. Pharmaceutical
advertising occupies a large and important place as an information
source for the practicing physician. But it can fulfill this function
pr(goerly only if it provides America’s four hundred thousand doctors
nd pharmacists with information that is prompt, reliable, accurate,
complete and unimpeachably honest.

The FDA is not trying to stifle creativity in advertising. We
recognize that the competition of creativity is an essential part of our
economy and that it has contributed much to our national wealth.
Accordingly, we have drafted new re,ﬁ]ulatlons covering pharmaceutical
advertising, regulations developed with the help and experience of the
drug industry. The){ are now being circulated for comment, and we
look forward”hopefully to their observance when they go into effect.

Oddly enou%h, many_ of these re%ulatlons would have been
unnecessary had the drug industry members chosen to live up to the
code of advertising ethics to which theg had previously subscribed.
Again it was a case where industry leadership faltered.” So much of
the corrective action could have beén taken by the companies them-
selves. But in the absence of self-regulation, ‘Government regulation
will have to be invoked.

In this regard, one of the quieter areas has_been cosmetics. Qur
attention has not been turned away from cosmetics; but until recently,
neither the industry nor our A?enc%/ has been able to sit down in shirt-
sleeve fashion and talk frankly about the problems confronting us.
We have been in the courts, as you all know, but results of these
cases are still inconclusive.

| do not believe the American consumer is willing to wait for our
agency to raise its performance in this area. We must show our mettle

THE ADMINISTRATOR'S VIEW PAGE 453



now. And the same is true for the manufacturers. The issue for both
of us is simply the safety of the products involved. With new channels
of communlcat!ons_opemn? up between the FDA and the personnel
of the companies in this Tascinating industry, | believe we all can
acquit ourselves well enough to the consumer. But the consumer’s
patience may wear thin one of these days—the issue of safety may
suddenly a_i)pear in the form of serious injuries and hospital reports.
Then it"will be too late. Preventive administrative practices would
seem to be the order of the day now. And | am pleased to report that
the responsible leaders in cosmetics and toiletries feel the same way.

| have said before that the FDA operates in an environment
created by business and industry. Business and industry do not operate
In_an environment set by the FDA. But let me point out also that
FDA has a duty imposed upon it by the Con%;ess and | do not intend
to compromise that obligation in dny way. You, as members of the
bar andI officers of the Court, can fUlly appreciate my position and
my resolve.

| have frequently wished that the mana?ements of food, drug and
cosmetic companies and their advisors would ‘pay closer attention to
what Congress has decreed and make a real effort to conform to it. |
have frequently wished that these firms would read the pages of
history in which regulatory agencies have recorded their activities.

~ We are not calcu_latm%\l)/ unreasonable. We do not issue any
edicts without foundation. We do not take any summary action. We
do not inflict undeserved penalties. We do not hold Star Chamber
Proceedln% We issue our regulations pursuant to the mandate of
he law, We issue them after consultation with industry, after_ in-
vestigation and studY by our own people, and after comment, reaction,
and suggestions by the companies that will be affected, as well as by
consumer groups.” They bring to the conference table the experience
of the marKetplace.

‘That is the ideal situation. But regretfully, the ideal appears to
be, in some cases, at least, poised uncertainly at an ever-receding horizon.
Instead of operating in an atmosphere of mutual respect and willing-
ness to cooperate, some firms still Prefer to ignore us, to. place
obstacles in our path, and, at best, to perform as undisputed champions in
foot-dragging.

Some events of the last year have disappointed me. Efforts to
enlist industry’s support in raising standards have, | confess, not been
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as successful as we all might have hoped. Industry, which so fre-
quently runs surveys so that it may better serve the public, does not
alw%ys believe that the Congress and FDA have the same mission. So
Food and Drug has taken the initiative. 1 assure you we will continue
and we shall not falter,

| believe it was Spinoza who said, “Nature abhors a vacuum.” As
our society grows more and more complicated, it too abhors a vacuum
in the conduct of its affairs. When those institutions of society which
should properly move in to fill a vacuum fail to do so, then Govern-
ment itself may fill the vacuum and establish a code of conduct de-
signed to protect the public health and welfare. It is my responsibil-
ity to assure all our citizens that their health is being advanced.

~As | said earlier, | OFrefer by far to carry out this responsibility
with the active help and cooperation of the companies that produce
our foods, our drugs, and our cosmetics. | prefer to do it by creative
administration. 1t'is only as a last resort that we go to court. But
we have been in court before, and we shall be there again.

Our legal box-score, by the way, is excellent. In fiscal 1967, the
FDA referred 1,500 civil and criminal cases to the Department of
Justice. Of those that actually went to trial, it appears that the Gov-
ernment lost only a half dozen.

But | would consider the FDA record much more successful,
much truer to the interests of the American people, if we could achieve
respect for and adherence to our legislation and regulations without
the necessity of making additions to a court’s docket.

| would not want to conclude my remarks with the thought that
| am trying to put any of you out of work. | am not. But | am sure
you all appreciate that the public good will be more haﬁplly served
through prompt and direct administrative action rather than througlh
a Ion% process where the statistics demonstrate pretty conclusively
that the Government invariably wins. [The End]

O~
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Administrative Inspection of
Health Facilities as Unreasonable
Searches

By MAVEN J. MYERS, LL.B., PH.D.

Dr. Maven J. Myers Is Assistant Professor of Pharmacy Admin-
istration at the Philadelphia College of Pharmacy and Science.

N SEE V. CITY OF SEATTLE/ the United States Supreme Court
recently concluded that:
Jdm|n|stra_t|Ke entry, without consent, .
remises. Which  are. Pt ogen to the u}]hc m%y only he comPeIIe throu
rosecution or physical force within the framewdrk of"a warrant procedure.
Fac_toR/ inspections authorized in the Federal Food Drug_{ and
Cosmetic Act,3as well as inspections authorized by the Drug Abuse
Control Amendments4 and the Federal Narcotics Actwill be affected
by this_decision, as will inspections by state authorities charged with
régulation of the production and distribution of drugs.®
The constitutional basis of the decision is the fourth amendment’s

uarantee that : ,

he right of the people to be secure in thejr persons, houses, papers and effects,
agamstgu re_asonabf% Jjearches n{ selzures, shaﬁ not he vmlﬁe%ap d no V\?ar-

| ]

fearﬁs%g?zﬁel‘aan,y'Ségs%r%‘ng“pt%% PR B Searthag S the pron o1 s 1
Thfough the due process clause,8 the provisions of the fourth

amendment have been made binding on state as well as federal officials.9

upon the fortions of Cé)m erci%l

Presumptive or per se Unreasonableness L
From the_point of view of the inspector and the inspected, it is im-
portant to realize what the Court has said (or has failed to say). Assum-

87 S. Ct. 1737 (1967). 626 U. S. C. 84773,
(13%7)9 v. City of geattle, 87 S. Ct. 1737 88F8r example, N. Y. Education Law
U, S C ?374, Federal Foog, §676'S Cont 0V
EJ/’HE and Cosmefic Act, as amended, 9. Lonst, amend. 1V.
8U. S. Const, amend. XIV.

“A.U S C_A 8§360a(d) (1966 :
supp), 79 gtat. 28 (18635%&1( ) ( aMapp v. Ohio, 367 U. S. 643 (1961).
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Ing that the person to be inspected has not consented to the inspec-
tion,10 has the Court said that a search without a warrant is un-
reasonable per se? The Court prefaced its remarks in See with the
observation that:

A) search of private houses. is presumptively unreasonable if conducted without

¥

arrant. The Busingssman, like eo%cu ant of a resb enc _hﬁs a constitutiona
nrq t 10 go aboulI his busingss, free, frq &léwrg sonable official entries upon™ his
private commercial property.1l (Emphasis added.

~If the Court b){ this statement meant only that there is a presump-
tion of unreasonableness, it becomes crucial fo determine what factors
can overcome this presumption.

. Carden12 has advocated the proposition that a warrantless search
IS unreasonable per se:

Unless the fourth amendment language is ar|o|tr?r|l mixed with hornbook con-
ceptions of comr?]on Iahw rtﬂes applicanle to loca enforcement, It Seems too
plain for debate that when the federal government undertakes fo lﬁg’ anas on a
cltizen, en]tser his remlsgs, dor seize “his property, It must Invoke the warrant
procedure.13 (Emphasis added.)

Another commentator, while noting some exceptions, states
that, “as a qeneral rule, in order for a search to be reasonable, ie.
constitutional, the requirement of a search warrant must be satis-
fied.”14 Others contend merely that, “the courts have resisted police
encroachment by making the” validation of a warrantless search or
seizure more onerous than the probable cause test, for obtaining a
warrant.”

It will be observed that the fourth amendment not only guarantees
freedom from unreasonable searches and seizures, but” establishes
standards for the issuance of warrants. Those in the unreasonable
per se camp contend that this grouping of search and warrant, “de-
clares the existence of a right to be secure from unreasonable searches
...and then provides an exclusive method for initiating reasonable
ones.”10 (Emphasis on “exclusive” added.)

On the other hand, the reasonable without warrant camp separates
the search from the warrant clauses of the fourth amendment:

The test of reag?nableneas set. for}h w the first clayse_is two-fold: (1) there
must be reasonahle groun sblg ustl i 5

the Intrusion an 82 the searc ﬁr selzu[)e
must be executed In a’reasona

ann(,yr. Where the search or seizure Is authorized by

07ap v. United States, 328 U. S 624 11“Note—Fourth Amefmen§A li-
(B e s i gl € TR

BH“Comment—Cause to Search ng

# rden tn‘%e&'ral Power to. Seiz d " : g
and Search Without ?N » 1% ?Sé%e, 20 Louisiana Law Review 802,

_ ( frant, .
Vaagerbit K Reviens 1 1 1 Carden, note 12 above, at 2.
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warr?nt the tht of reasonable grounds to search accedes to the magistrate’s find-
Ing of probab]e cause.l/

he historical basis of our fourth amendment, as detailed by
Fraenkel 18suggests as a minimum that the inclusion of search and
warrant in the same amendment was not accidental:

Bry the time of Charles [, sear%h warrants Weie |s?ued in Star Chamger
0c

eed mps tﬁ find evidence aﬁ 8 ers of politica suspects UH er
Geor el hel}/ became, In effect, auth H%%:l lons 10 arrest ar} yone aﬂ
%tic ar}g ouse in order to apprehend the unnamed authors of the alleged

Fraenkel then notes Lord Camden’s opinion in Entick v. Carring-
ton,20 which he describes as “one of the landmarks of English liberty,”
condemning the general character of the warrants. On this side of
the Atlantic, accordtng to Fraenkel writs of assistance were issued
to suppress smugg ing (and, by confiscating the smuggled goods, to

pay for the French and Indian War). Otis, who previously was
the attorney general for the Massachusetts colony,

In a sgeech of great ehoquence . t[]uesttoned the power of Parlgament to
%uthort e such wn(; e Couyt, almost persuaded, sent {0 E % ar advice,

Hrs ant to orders recetve from t ? ministers’ later 1ssued”the wrts. Here
\F’tvg\S/oHu Ion%nntng of that Tong course of repression that ended in the American

In spite of his perception of search and warrant as being histori-
cally related, Fraenkel is not willing to equate the “unreasonable”
which modifies search and seizure with the absence of a warrant:
It is si nn‘ttiant that1 the A H]dmerttettself IS in two arts—one wh}eh forhids

“unreasonah % Searc r whic (ﬂt %ertatn %pECI Ic particu-
|ars to be (f served eore waHan K e issue Pro 1bition ag Inst

nreaﬁona e earches must ter%ore ave been mtended 0 cover something
ofher than the form of the warrant

It should be observed that the inclusion of search and warrant in
the fourth amendment need not_be construed as making a warrant
a prerequisite to a search. The inclusion of both terms In the same
amendment is probably indicative of a relationship, but not neces-
sarily of a prerequisite. This is not the way our bill or rights was
written. For example, the sixth amendment provides that, “In all
criminal prosecutions, the accused shall enioy the right to a speedy
and public trial, by an impartial jury. .

If, as a matter of construction, the lack of a warrant makes a
search unreasonable under the fourth amendment, then lack of an
17“(;omment—Cause to Search and 1)1% t—lw ?t Tri. 1029, 9 Eng.

Sel
lg?fraen %4 Concerntng Searches 3aétd Frae note 18 above.
? ures, Harvard Lazv Review 3bl, ee rootnote 18

1) See footnote 18 80?105tte amend. VI.
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impartial jury is a denial of the speedy and public trial of the sixth
amendment, The latter result is absurd.” “Speedy and public trial” and
“impartial jury” are not related directly fo each other, but are re-
lated through’ the central conceﬁt of ““fair trial.” Similarly, the
requirements for a warrant and the concept of unreasonable Search
are not necessarily directly related to each other, but are related
through the central concept of “right of privacy.”% Thus, based
merely on placement in the same amendment, it is not necessary to
conclide that lack of a warrant makes a search unreasonable per se.

The Court itself has either provided no answer or, what is worse,
has provided a totally unsatisfactory answer. In See, the Court made
the statement quoted above that “(A) search of private houses is
presumptively unreasonable if conducted without a warrant.”2% The
statement is clearly a dictum in this case, since See involved a com-
mercial warehouse and not a private house.. The holding of the case,
however, appears to be an unqualified assertion that inspection of non-
public parts of a commercial establishment are invalid per se with-
out a warrant or consent:

We therefore conclude that administrative e tn/ withoull consent, U Pn .
T c y ed ...

commercial premises . . . not open to the may only be com
r meworﬁ of awarrarPt é)roceéure.l%J y P

within the rg 0f . .
Later in the opinion, the Court frames its holdings in these terms:

\We hold only that the basic corp&)ongnt of a reasonable search under the Fourth
Amendment—that 1t not be entqrced without a suitable warraﬂt roced re—.|?
arr)grlrllcl;gesle28 In this context, as In others, to business as well &s residentia
] .

~Thus, the only clue that the Court is not advocating a per se rule is
in the form of dictum and relates directly only to residential, not com-
mercial, premises. _ _

On the same day that See was decided, the Court also decided
Camara,2 involving administrative inspection of a dwelling, In Camara,
the Court implied”in at least two Par,ts that a search, without either
a warrant or consent, is permissible in certain instances:

5Central, to the concept of a rg@g Eroduct'on of. papers. Davis has ob-
o R B DR S
i{ept_i gﬂwn%rln%rtrlwoer?tﬁmpr tection a a|Hst oyd dictum.” Davis, “The Admipistra-

ts consent searches  tive Power of Investigation,” 56 Yale
W |cﬂ turn ug ewgence o? crime._ See,  Lago Rezjezo, 111 1949.

Note— ?ns nt Searches: A Reag- ge footnote 2.
EralsaI_Ater Miranda V. Arisqna,” 07 ee tootnote 2
olumbia Lazo Revino 130, 15607”. Boyd ee footnote 2.

h 0 .
\Ilm Lfiréléeg[jh S'[ta tﬁé’f&é?thu'an% f?}l% glrﬁig@’ Ci%C:erar% \llJ.nty'\;l uonflcl‘}%ar]l Igroaunrctisg(];, t%%
ments prohibit or the S Ct E ).

ers compelling 1727 (19
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rty without proper copsent is “unreasonable™ unless it has been aut
a

E)xcept in certain carefully . defined classes of cases, a search of private prop-
é% i B? 1 plhonezgg tEy
lid search warrant.

Ing we say foday Is Intended . eclose prampt nspections, even without a
wgrrant, %Yat t eylaw Has trad|t|ona(ﬁy upheld In Fe’merg%ncy situations.dl

Thus, in Camara the Court twice implies that some residential
searches are valid without a warrant, and once in See observes that a
residential search without a warrant is only presumptively invalid.
Nowhere, however, has the Court intimated that a warrantless search of
commercial premises may be valid without consent. The statements in See
are unqualified in asserting that either a warrant or consent are essential.

One alternative is that the Court has not yet provided an answer.
The second alternative is that the Court will permit some warrantless
searches without consent for residential premises but not for com-
mercial premises. If this latter alternative is the implication of See
and Camera, the Court is extending greater protection to businesses
than to individual citizens. Such a _position would he inconsistent
with the Court’s previous positions in protectm% individual citizens’
rlgi_hts more strongly under the Bill of Rights than those of corpo-
rations.2 The_ Court implied in See, again Dy dictum, that there may
be less protection against searches in fhe business community: “We
do not in any way imply that business premises may not reasonably
be inspected”in miany more situations than private homes. . . "3 (Em-
phasis added.) _ _ _

Thus it seems reasonable to reject the premise that businesses
have mare protection under the fourth amendment than private citi-
zens. The strong implication in Camara, and to a lesser extent in See,
Is that some residential searches are permissible without either con-
sent or a warrant. Accepting this and the assumption that the ?rot,ec-
tion of business premises 1s less than, or at least equal to, the protection
of residences, one must conclude that the Court has not adopted a
per setrule equating unreasonable search with lack of a warrant or
consent.

ana, : . :
Since our holding emPhas%es the controlling standard of reasonableness, noth-
ﬁ el 1o f ﬂ

The Reasonable Warrantless shearch_
The Court has previously sanctioned searches without a warrant
where the search was incident to a lawful arrest. Thus, in Acjncllo v.
United States34 the Court stated :

ee footnote 29, under the fifth amend Hale v.
%%%er I(e)ggg\rr]r?é?eggthe Court haf [peltg He%%'e’ezﬁ%o#fotlge'élg’1 %6 &158%)

tphr%[[egtigr? rp%atfﬁgt Isserllfggncer%r?atlon 269 U. S. 20 (1925).
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ﬁe right W(J'thou_H a search warrant contgmgorane usly to search Persons law
urlxgreste while g_o mﬂ(}mg. crime and o searc t%p!]ace where the z%rrest
IS made In order t% m%an SBize 1 mrqns conHected wn the crime as its fryits
or. as the Pgeans W |cp it was_committed, a% wae as %@pons and other
things to effect an €scape from custody, Is not to be doubted.

Mr. Justice Frankfurter’s dissent in United States v. Rabinowitzss
casts some doubt on the broad assertion in Agnello:

The short of jt is that the right to. search the place of arrest is an innovatjon
Hased_on congusmn, Wltnou gnlstonc Foundatlor?, and made In the teet% o* a
Istoric protection against It.

AIthou[qh holding that the search in Preston v. United States3 was
unreasonahle, Mr. Justice Black gave the following as one reason for
allowing searches incident to an arrest:

The, rule allowing contemporaneous, searches. is justified, for example, by the
Q?ﬁ%erto s%ze wegapons anH other things WP]ICF\ |th be use(f< topassaLMt an

et with all dug respect for the safety of law enforcement of-
ficers, one may question whether the protection of the public health
from the40 damages of unsafe drugs should not be of at least equal
concern.

Another exception existing “practically since the beginning of
the Government”4L is the

difference between a searcl] of a.. structure .. .and.a BTarch of a ship, motor-
Boat, wagon or atftomob e ... vi/here It Js not Qraﬁtmf e to secure a.warrant
%c_ause e vehicle can he qm%k moved out of the focality or jurisdiction in
which the warrant must be sought.

A third exception likely could occur upon the declaration of
martial law.43

Run_nm(I;_ throughout these exceptions is the concept of an emer-
gency situation—sufficient information to obtain a warrant likely is
available, but by the time a warrant is obtained some great social
wrong may have occurred.

Conversely, the Court has declared searches unlawful where a
warrant could have been obtained. In Johnson v. United States,4 a

DAgnello v. United States, 209 U. S, Amendment,” [l Unjversity of Pitts-
20 %@ 592 ). burgh Lazo Review 250, 1950
§ 9'U. 5. 56, 68 (1950). arroll v. United States, 267 U. S.
Unied 8 £1925).

C
ates v, Rabinowitz, 339 132 15
U8 qgioelg%dissent. 2ee foaiote 41 The offcer st o
- O Q course, nave probable cause for the
% P3r6e7st0H9v4Un|ted tates, 376 U. S gparch’
ﬂodAP e>Sceﬁe?1t.docum ntaH’on ogt i? §4%39319é36 J. S War & Nat'l Defense,
need for protection 1s found In_Sta 1900,
and Kuhn, “Inspections and the Fourt #4333 U. S. 10 (1948).

ADMINISTRATIVE INSPECTION OF HEALTH FACILITIES PAGE 461



ﬁolice officer recognized the smell of burning opium coming from a
otel room. The sole occupant of the room was arrested4” and the
subsequent search was declared invalid. The Court noted that:

At the time e_ntrY was demanded the officers were possessed of evidence which a
magistrate might have found to be probable cause for issuing a search warrant.&

and that
T.her? are exceptional circumstances bnt w}wich, on balancing the need far effec-

tive [aw enforcement aIgamst the rig 8 rivacy, It may be contended that
magistrate’s warrant fo ﬁearch may e |s;1?ensed with .~ No reﬁgog gs 0 ereﬁ

for not obtai ing & searc warrant except the Inconvenience to the df Icers an
some_slight_de ) necessary to prepare’ papers and present the evidence to a
magistrate. Thesé are never very convincing reasons. .. 4/

The Court made a similar observation in Camara:

There was nq emerqencg qemanding immediate access; in fa?, the insgectors
made, three. trips to the bul mlq IH n %tempt to obtain appellant’s conSent to
search. Yet no warant was obtained. .. ,

Another possible exception may be where criminal sanctions are
not involved. In both Camaradd (writ of prohibition sou%ht to prevent
criminal trial of Camara for refusing to allow inspector to enter) and
SeeX (appeal from conviction for refusing to allow fire inspector to
enter commercial premises) criminal sanctions were involved. Camara,
however, rejects this on two grounds: first, it would be saying that
suspected criminals are protected by the fourth amendment to a
greater extent than law-abiding citizens and, second, that the only
way to enforce the inspection process and obtain correction of defi-
ciencies shown by the inspection is through criminal sanctions, either
directly or indirectly.5l

Another possible exception may be based on the importance of
the public protection involved. For example, the harm created by a
firm’s failing to pay its employees a minimum wage likely is less
than the harm that could result from a firm’s wide distribution of a
harmful drug. Thus, a search of wage records to determine the former
guestlo_n would appear less reasonable than a factory inspection to
etermine the latter. Davis suggests this theory is inapplicable in
contemporary society. “The concept of business affected with a
public interest has now disappeared from federal constitutional law.
AHThe arrest wai] invalid bcaus?, 47 See footnote 46.
P.nor Ao enterin tﬁ hoom the of- ggee [ootnote %8
icers did not f<no whether there were ee Tootnote 29,
one_or several occupants.

_ . City of Seattle, 87 S. Ct. 1737
Bighnsor v. Unitéd States, 33 U. S 1572.”
10 (%4%3?“ - UmiEe Sates ( Sée footnote 29.
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. Accordin_ley, the cases which forbid investigations of businesses
not affected with'a public interest can no longer be controlling authority.”=2

In the particular relation of the Federal Food, Drug and Cosmetic Act
to the public interest it has been observed that

The cases show a tendency to relg/_ u;r)on “the Eolg’ce Eower” as compleﬁ an-
wer 1o ﬁallenqe on. searc %nd seizure grounds, forgetting that the Searc dand
eizure ?ause s.a limit on the pollsceegttl) er. However, tifese cases do stand ag

ernglrlca recognitjons that such’ I ons meet the fest of “reasonableness,”
T seBm 10 edhaied on.the unae Xlng assumgnon that w n,EE{SOHS opgnl
enter a pusiness dealing with as sens gV asub{) ct as the pu jIC 0oa or ru§
sum)l}/ the area of re sgna %en? S. 0f Inspection Of thelr aJfairs Increases t

coincide with the ‘demands of efficient administrative supervision.63

_ Camara, however, indicates that the business affected with a public
Interest (t]uestlon does not bear on whether a warrantless, consentless search
is unlawful, but rather on whether a warrant to search should be issued.54

Thus, emergency situations appear to be the only area in which
warrantless searches are “reasonable” without consent. To the extent
that such situations are more prevalent in drug law enforcement than
in other legal areas, drug_agents have more discretion in whether or
not to obtain a warrant. "The area of emergency searches is, however,
very narrow and likely will be subjected to further limitations in the
futlre.

Warrants

Thus, Iacklanconsent or an emergency, a warrant is essential to

a lawful search. "The fourth amendment provides that:

Warrants shall issue, but le cause, ted by Qath f-
H}I %tion?rg?]r(]j spas_rt?cullfgrslli/e dggcn |88 ﬁ]rg bp acee ct%u%ee gggrpc%regd an)(/j tae pgrrsoans
or things to be seized.&

The major difficulty which Camara and See create, and attempt to
overcome, IS understanding what is probable cause.

Rule 41 of the Federal Rules of Criminal Procedure% provides
for the issuance of warrants to search and seize property:
(1) Stolen or embezzled in violation of the laws of the
United States;or o
(2) Designed or intended for use or which is or has been
used as the means of committing a criminal offense; or

¥ Davis, “The ,/-\Sdéninistrative Power % See footnote 29.
of Invest7|gat|0n, Yale Law Review U, S. Const, amend. IV.
‘Deélogments in the Law—The SFed. R. Crim. P. 41(b)

Federal Fo rug and Cosmetic Act
7 Harvard Law Review 032, 1954,
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38 Possessed . .. for use ... in violation of Title 18, U. S. C.
8957 (Possession of property in aid of foreign government).

Neither of these three provisions can be construed as a grant of
power to issue warrants for administrative inspection programs.

Traditionally, “probable cause” in the Constitution has been in-
terpreted as meaning probable cause that a crime has been or will be
committed.5 After declaring in Camara that most administrative
searches would reg_une consent or a warrant, the Court gratuitously,
and therefore, in dictum, propounded the following interpretation of
probable cause :

In, deter miH whether a rp%rtg)(iular inspection is reasonable—and thus in deter-
rwnmg gm?et %r there |s.g obable cause fo |sd$ue 2 warrar%t er that msgecnon—
the need for t % Inspection must be weighed in terms of [the] . . . réasonahle
goals of code enforcement.8

However, in most cases there does not exist any statutory authority

allowing the issuance of a warrant in these conditions.
As Christopher observed in 1953

It is ... apparent that the r% unemgbn\.of g{oﬂable cat*se and that of a descrip-
ion of the Goods eJiminate. the possi ||%y the use ? the sgarc warran in‘a
ar%e Elerc.e tage of FD msEe fions. There generally will be only suspicions
or tonclusions Tather than facts.

Thus, unless the Federal Rules are changed or the dictum of the
Court is accepted as impliedly establishing new rules, drug inspec-
tions must be hased either on consent or sufficient evidence of crime
to come within the existing Federal Rules.

It has been observed that under the 1906 Federal Food and Drugs
Act, which did not contain an inspection provision, voluntary inspec-
tors had the cooperation of an estimated 95% of the factory owners
approached.00 Similarly, after the Court in 1952 declared the inspec-
tion provision of the 1938 law void, “most operators were still will-
mg to permit factory inspection. The number of refusals, however,
did increase sharply. ©. "

At is interesting to note Christopher’s comments on the present
section 704:

F . Uni " ' —
s 20 0 o T ol foul DG an Lot AL
%é £ ootrhote 2. ., hote a3 above. _
] r|ls)top eE actom{ InspJectlon,I 1721L(fé;§ States v. Cardiff, 344 U. S.
o o, fggee b Yoo |
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Involved is the inspection of a factory without. an%( basis for suspicion of
wrongdoing—merely Iookmg% around to see if a violation happens, to exist. In
ordinary criminal matters, of course, a search warrant would not issue in these
circumstances. Much was made of this, Romt in the depates in Congress and in
thetmlélodrl%report In the House .. . with shadows of the old writs of assistance
portended.

Christopher’s analysis indicates that the unreasonable search

problem was an important consideration in the factory inspection
provision:
Con_siderin% the importance of the factory inspection amendment ... it is sur-
ﬁ_nsmg that so much time was required to secure its enactment. ... The main
indrance in the minds of the lawmakers appear to have been the constitutional
questions, and the extent of the inspection to be allowed.®

The fourth amendment prohibits only “unreasonable” searches
and seizures. In |I%1h'[ of this, the factory inspection amendment
P_roylded for inspections, “at reasonable times and within reasonable
Imits and in a reasonable manner. ... "B} (Emphasis added.) As Hoge
notes, “The repetition of the word reasonable is not a matter of re-
dundancy, but of emphasis and of deference to the Constitutional
guaranty against ‘unreasonable searches and seizures.””®

In spite of this, it is difficult to interpret See and Camara as
allowing these inspections without either a warrant or consent.

Changing the Basis for Issuance of Warrants

_ Assumin% that inspections are a necessary and proper ingredient
in protecting the public health, some procedure is necessary to permit
the efficient functlonln? of the inspection system. As was the case
under the 1906 Federal Food and Drugs Act and following the in-
validation of the inspection %rovmon of the 1938 law, most inspections
likely will be carried out with consent.

Two ﬁomts are, however, apparent. First, assuming that some-

one who nas something to hide will be less likely to consent to a

search, a high incidence of consent searches is misleading as an en-

forcement criteria since it is likely that there is a larger proportion

of violators among those who refuse consent. Second, consent is

& Christopher, “Significant Comments,” Hoqu “Factor InsHection Under
A

8 Food Drug Cosmetic Law Journal 1€ F%dera Cosmetic
} Act (Section rug Cos-

ic
).

bl epgemter 53 Hg D

%%eeep%g]ng@e 165&{60[(_) netic Law Journal 673 (Decémber,
1U é . 8374, Federal Foog, 196

g%g and Cosmefic Act, as amended’
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more likely to be gijven if the inspector has available an efficient
method of ‘authorization for a search without consent.

As has been observed, the warrant appears to be the only method
for conducting a search without consent or an emergency. It also has
been observed that the existing Federal Rules of Criminal Procedure
do not authorize the issuance of a warrant for administrative inspec-
tions, absent a showing of probable cause that a crime is being, has
been or will be committed.6

The Court stated, in effect, that P[obab,le cause for the issuance
of a warrant will exist if the issuing officer finds that the “public need
for effective enforcement”6/ of a requlation requires an inspection.
It is suggested, however, that this dictum does not effect an im-
mediate ¢ an?e in Rule 41 of the Federal Rules of Criminal Procedure
which curren I%/_Ilmlts the authority to issue warrants.88 Thus, one
alternative to this predicament is a ¢ an(l;e in Rule 41. One commenta-
tor has framed the dilemma in the following terms:

Were a showi % ﬂgrohable cause, in the t%adltlonal Sense, re m[ d to secu[e
ﬁuthonzatlon ot these. |Hspecﬂons, ... health .. authorities wou Pecessarl Q’
ave to wait until it [m% t'well be 'too lat ta prevenk%Peat hazard from caus-
mgi] ISease. . . . Iée axation of the standard of propable cause would be com-
Pe led by the neea to avoid these consequences. But once the stafrf]dard were
elaxed, ‘the routine Issuance 0 warr&nts would compromise any erfective pro-
tection against Improper searches. . . ,

_ Thus, the principal concern involving a change in Rule 41 to per-
mit administrative inspections is that by relaxing the standards for
Issuance of warrants, warrants will beCome so common that their
issuance is likely to be reduced to a bureaucratic “rubber stamp” process.

One of the primary purposes _for re%umng a warrant is so the

“decision to enter and” inspect will not be the product of the un-
1 O .

a1, T AG ke oo ol e ors Vieon o STk () el

meanor. to refuse to permit.entry or cause that pr?pert “has been”use 2
mspecnon? er the_factor |nsp?st| I t? means 0

i

, o mhttln a crimipa
Erowsdon ; 4%. _Thus it .cou g offense” 10 supBot the |s¥]an 0 zi\
rque that” if afn inspectar is re u&e warrant under’ lie 41 of the Federa
entry, a crime Is committed, and a  Ruyles of Criminal Proce u/reS
warrant could then e issuied. _ e v. City of Seattle, 8/ 5. Ct. 1737
However, See and camara poth in- é
dmﬁte the existence of a constitutional B

i SO i et Shely
right to refuse entry to an Inspector .

who does not possess a warrant.pSgnce PVOVIHES l dependenttgr Uns for e
aErovmon m mg It a crime to re us? ssuance or a war(rjan_._ e |

In Rect o] gates, this Cf)nstltutlona . (B"Comment —Administrative _ Inspec-
ront, DL(fT"s, by implication, un-  flons @ g1 i Fourth 'Amendment. A
canstitutional’ %I% e, Columbia Law Review
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reviewed discretion of the enforcement officer in the field."®D The
danger in relaxing Rule 41 is that the issuance of a warrant may
become such an automatic procedure that warrants may be issued
without the issuing officer making an independent review of the
necessity for the search. Were this to occur, it would defeat one of
the principal purposes of requiring a warrant.7L

Thus, any chan?e in Rule 41 should be limited to what is neces-
sar){_ for_efficient enforcement of reasonable standards to protect the
public. Rule 41 should not be so narrow as to allow msgectlons only
after public injury occurs nor so broad as to eliminate the protection
which the warrant is designed to guard.

Consent

The protection of the fourth amendment can be waived.”2 Among
the issues presented in consent searches are the authority of the
Ferson giving. consent, whether the consent was given as an inten-
lonal relinguishment of a known right, and whether consent can be
limited to inspection for specific purposes.@

As either an alternative to or a supplement for broadening Rule
41, statutory changes are conceivable in which consent to inspect is
a prerequisite to carrying on activities related to public health. In
See, the Court impliedly validated such lorocedures by saying, “We do
not . .. question such accepted regulatory techniques as licensing
proq(rar_ns which require_inspections prior to operating a business or
marketing a product."7 Strictly mterpretmg this™ statement, it
would, for example, allow a state board of p armacg to_inspect a
phar_m_acr prior o issuing a Pe,rmlt for the pharmacy but it does not
specifically allow subsequent inspections to determiine whether the
conditions existing when the permit was issued are maintained.

Such an interPr,etation IS unreasonable. Once it is admitted that
the conduct of certain businesses or the marketing of certain products
can be done only with the permission of the state and that the state

'{()Sle v. CitV of Seattle, 87 S. Ct. 1737 Ejlgi%jip v. United Stﬂ]tes, 3B U. S. g%éf

(1%6% e fourth amendgvept requires 806%%47%? other grounds,

hat t part b “Note— i
;‘tﬁe pqacg%r ne S garrchceu ,ar%d $e§éle§ Canslgntg%] ersaelércsﬁe ané\‘ O%SizuErge’C“l\ﬁ

sons qr things to De seized.” THUS, &  University of Pennsylvania Law Revi
second purpose of a warrant lS'[atI(} o6, ogy, O YA Ral RevE

IVes the person on whom it Is serve

% description of the inspector’s althor- A See footnote 70,

Ity.
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has the right to make its permission conditional upon consent to a
search to determine if reasonable standards have been complied with,
there would appear to be no reason why the state’s permission could
not be conditionally granted upon a continuing consent. Initial com-
pliance with reasonable standards is of little protection to the public
unless there is assurance that maintenance of these standards will
continue.

This alternative would, however, require several statutory changes.

Summary

Two recent decisions of the Supreme Court indicate that, absent
consent or an emergency situation, administrative inspections are un-
constitutional unless the inspector has secured a warrant. In spite of
dictum by the Court, existing procedure does not provide for the
issuance of a warrant for administrative inspections absent probable
cause of criminal activity.

The alternatives which will permit the efficient_enforcement of
drug laws are expanding the scope of Rule 41 of the Federal Rules of
Criminal Procedure or statutory changes requiring waiver of some
fourth amendment rights as a condition precedent to engaging in
activities related to the manufacture and distribution of drugs. Either
alternative has the potential for weakening, rather than strengthening,
the protection afforded by the fourth amendment.

The final answer rests on securing a balance between “The right
of the people to be secure . .. against unreasonable searches.......... "
and the responsibility of government to protect the public health, a
responsibility implied by the constitutional charge to “promote the
general welfare.” As Stahl and Kuhn expressed it:

Only blind adherence to the formalities of freedom would justify the denial to
govérnment of a power which assures the substance of a fuller life “for its people.’

[The End]

(O~

o o
, t
of Pittshurgh Lava Review 2%%, 1&5%.”5”/
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Now Ready!

FAIR PACKAGING AND LABELING

NEW FEDERAL CONTROLS

Law < Regulations < Proposals

With thousands of consumer products as a target, new federal controls
over P_ackagmg and labeling came Into_being through the Fair Packaging and
Labeling Act. "From it have sprun%_ significant new problems for businesses
concerned with packaging and- labeling.

_This helpful new CCH_hook quickly answers the many questions you're
likely to have concerning this far-reaching new law.

The Food and Drug Administration has issued final rePu_Iatlons covering
foods, requiring businesses to bring their packages and labels into compliance.
The Department of Commerce has’ issued procedures for determining whether
there are too many package sizes, differing weights, measures or quantities in
which consumer products are being retailed. And the Federal Trade Commis-
sion has proposed regulations covering consumer products other than foods,
drugs, devices, and cosmetics.

_These developments serlously affect business interests—will prompt your
decisions both now and in the fufure. Pair Packaging and Labeling gives you. all
the vital details surround_m? the developments, along with “authoritative
comment on the law and fina _regiulatlons: The full text of the Fair Packag-
ing and Labeling Act and all fina re(fulatlons to date are also reproduced for
speedy reference to official data. In all, 126 pages. 6" x 9", heavy paper cover.
Includes handy topical index.

Order Your Copies Today

To get your copies of this timely new hook,. just write to Commerce
Clearing House. Inc.. 4025 \Y. Peterson Ave., Chi¢ago. 11 60646, Ask for
Fair Packaging end Labeling (53102 at the following prices : 1to 4 copies, $3 ea.;
5-0. $2.70 ga.; 10-24. $2.40 ea.; 25-49. $2 ea. Remittance with order saves post-
age. handling and billing charges. Include sales tax where required.

Subscribers for CCH s Food Drug Cosmetic Laze Reports
receive this book and should order only for extra copies.

H * *
Commerce”Clearlng use,Jnc.
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